GOVT. MEDICINES CO-ORDINATION CELL (MCC)

DIRECTORATE GENERAL HEALTH SERVICES, KHYBER PAKHTUNKHWA, PESHAWAR

Approved Bid Evaluation Report (BER) of MCC bids 2022-23

(Total Technical score =70)

COMPANY NAME m}'\gURFTAECF:URER/ INSPECTION REPORT/DTL REPORT/ END USER REPORT l’;";gulary No. g’e‘;d;icctsl\‘(:)mqeua"ﬁec' Strength, Dosage form, Size etc. Brand Name Total technical Score.

Ar'af Pharma Pvt Limited Lahore |Manufacturer Recommended
144 Fluconazole Cap 150mg Fluzole 31
198 Azithromycin Cap 250mg Xemethro 31
239 Ciprofloxacin Tab 250mg Z-Bay 31
240 Ciprofloxacin Tab 500mg Z-Bay 31
273 Levofloxacin Tab 250mg Selan 31
274 Levofloxacin Tab 500mg Selan 31
283 Moxifloxacin Tab 400mg Zurmox 41
713 Lamotrigine Tab 50mg Zitrigine 41
716 Levetiracetam Tab 500mg Zeetam 36
720 Mirtazapine Tab 15mg Tazap 41
739 Quetiapine Tab 100mg Ziapine 41
740 Risperidone Tab 2mg Trony 31
741 Risperidone Tab 4mg Trony 31
743 Sertraline Tab 100mg Zaline 41
749 Venlafaxine Tab 37.5mg Zaxine XR 41
750 Venlafaxine Tab 75mg Zaxine XR 41

AA Pharma Karachi Importer Recommended
89 Fligrastim Inj. 300Mcg Jilifen 28
361 Epoetin-a Inj. 2000 1U/Vial Epiao 23




362 Epoetin-a Inj. 4000 1U/Vial Epiao 23
363 Epoetin-a Inj. 10000 1U/Vial Epiao 23
Abbott Laboratories Karachi Manufacturer Recommended except for items quoted at 159, 160, 890, 514, and 539 are not recommended as they are toll
manufactured. 40 Diclofenac Sodium enteric coated 50 mg Tab. 50MG TABLETS ARTIFEN 44
42 Ibuprofen 200mg Tab 200MG TAB BRUFEN 63
44 Ibuprofen 200mg/ 5ml Susp. 90ml BRUFEN DS SUSPENSION 67
45 Ibuprofen 100mg/5ml Susp. 90ml BRUFEN SUSPENSION 67
132 N-acetylcysteine 200mg Sachet MUCOLATOR 58
245 Clarithromycin 250 mg Tab. 250MG TABLETS KLARICID 56
246 Clarithromycin 500 mg Tab. 500MG TABLETS KLARICID 56
247 Clarithromycin 250mg/5ml Dry Susp. 60ml KLARICID DS - GRANULES 60
248 Clarithromycin 125mg/5ml  Dry Susp. 60ml KLARICID GRANULES 60ML 60
249 Clarithromycin 125mg/5ml Dry powder oral drops 25ml KLARICID GRANULES 60
250 Clarithromycin 500mg/Vial Inj. KLARICID LV. 56
285 Moxifloxacin 400mg Tab. MOKSI TABLETS 48
305 Vancomycin 500mg/Vial Inj. VANCOMYCIN 500MG INJ. 51
306 Vancomycin 1gm/Vial Inj. VANCOMYCIN 1G INJ. 51
332 Acyclovir 500mg/Vial Inj. ACYCLOVIR INJ. 500MG 50
500 gl:qglng]n:‘ydsrf.:re + Magnesium Hydroxide + SUSPENSION (EZ:IiiXMI\I/I’\TAS‘hJ\S/PEI;:NSION 50
513 Itopride 150mg TABLETS 150MG GANATON OD 56
515 Liquid Parafin + Magnesium Hydroxide EMULSION 1.25ml+3.5ml' CREMAFFIN EMULSION 53
575 Thyroxine Sodium 50MCG TABLET THYRONORM 43
704 Divalproex Sodium 250 mg Tab. 250MG TABLETS EPIVAL 67
705 Divalproex Sodium 500 mg Tab. 500MG TABLETS EPIVAL 67
747 Sodium Valproate 250mg/5ml Syp. 120ml EPIVAL SYRUP 67




750 Valproate Sodium 500mg/5ml  Inj. EPIVAL LV. 63
897 Ascorbic Acid 500mg Tab CECON-500 CHEWABLE TABLETS 57
Adcare Pharma Rawalpindi Importer Firm focal person was contacted several times telephonically by inspection team, but he refused to allow the
inspection team to inspect his premises (Adcare Pharma). Later on the inspection team inspected the site where
Adcare Pharma was situated, the peon on the spot did not give access to the inspection team.
“Not Recommended”
Not Recommended
Agfa Pakistan Limited Karachi Importer Recommended 1058 X-RAY FILM 8X10 AGFA 57
1259 X-RAY FILM 12X15 AGFA 57
1260 X-RAY FILM 10X12 AGFA 56
1261 X-RAY FILM 14X17 AGFA 55
1262 X-RAY FILM CR CLOSED SYSTEM 8X10 AGFA 56
1262 X-RAY FILM CR CLOSED SYSTEM 10X12 AGFA 54
1262 X-RAY FILM CR CLOSED SYSTEM 11X14 AGFA 54
1262 X-RAY FILM CR CLOSED SYSTEM 14X17 AGFA 54
1263 X-RAY FILM CT SCAN 14X17 AGFA 53
1264 X-RAY FILMS Dental 44
1265 X-RAY FILM MRI 14X17 AGFA 53
1266 X-RAY DEVELOP + FIXER SET 20+20 40 litres AGFA 55
AGP Limited Karachi Manufacturer Recommended
525 Trimethyl Phloroglucinol 0.04mg+Phloroglucenol 40mg 0.04 mg + 40 mg Injection Anafortan Plus 0.04mg/40mg 37
except for Item No. 888 which is of Non-formulary strength.
524 Trimethyl Phloroglucinol 80mg-+Phloroglucenol 80mg 80 mg + 80 mg Tablets Anafortan Plus 80mg/80mg 37
67 Tramadol 100mg/2ml 100 mg / 2 ml Injection Calfina 100mg/2ml 45
397 Tranexamic acid 500mg 500 mg Injection Maxna 500mg 41
385 Mecobalamin 500mcg 500 mcg Injection Mecovate 500mcg 41
64 Orphenadrine citrate 35mg + Paracetamol 450mg 35 mg + 450 mg Tablets Sinaxamol 450mg35mg 35
679 Solifenacin Succinate 10mg 10 mg Tablets Urgesin 10mg 40
887 Ossein Mineral Complex + Vitamin D 830mg + 400iu Ossnate D 33
AJM Karachi Importer Recommended
118 Deferasirox Tab. 250mg Oderox 33
121 Deferasirox Tab. 500mg Oderox 33
138 Caspofungin Inj. 50mg/vial Caspogin 25
139 Caspofungin Inj. 70mg/vial Caspogin 25
663 Bovine Lipid Extract Surfactant Inj. 27mg/ml, 3ml Bles 26




Akram Brother Lahore

Importer

Recommended

except

Catgut chromic which is not coverd in the scope of EC Certificate.

Item at No. 1297 is disqualified in DTL testing.
Items at No. 1316, 1314, 1343, 1292 are not recommended by MCC Experts / End users / consultants.

Items at No. 1362, 1367 samples not provided for DTL testing and End User Evaluation.

17mm, 1/2 circle round bodied taper point

1280 Black Braded Silk needle, strand length 75cm 410 WEGO Black Braided Silk 53
1281 Black Braded Silk 22;::2 éﬁa‘r"z"l':n;"ta"%g?ﬁ;g‘ap” Point \WEGO Black Braided Silk 56
1282 Black Braded Silk ﬁge";re‘ ;ﬁ;‘ifl':n’g‘ia”fsgffz‘é‘ap” Point \WEGO Black Braided Silk 53
1283 Black Braded Silk Zomm, Iz’ﬂzg’:';g;’v‘;’/%”“"”a' cutting needle, v 0 Black Braided Silk 49
1284 Black Braded Silk ;;’E:‘e‘ ;ﬁ;‘ifl':n’g‘ia”fsgffz‘é‘ap” Point \WEGO Black Braided Silk 48
1285 Black Braded Silk i;’g:‘e‘ ;ﬁ;"fl':n’g‘ia”fsgff';/‘é 1aperpoint |\ye G0 Black Braided Silk 53
1286 Black Braded Silk ige’g;'; é’tfa?;ﬁ':n’g‘i;‘]”f;;&d;e/‘;"“"er POt |\WEGO Black Braided Silk 48
1287 Black Braded Silk i;’g;‘; é’tfai';ﬁ':n’g‘i;‘]”%g&dzfd 1aperpoint \\WEGQ Black Braided Silk 53
1288 Black Braded Silk :ge’g;'; é’tfai';ﬁ':n’g‘i;‘]”%g&d'fd 1aperpoint \\WEGQ Black Braided Silk 53
1289 Black Braded Silk ige’g;'; é’tfai';ﬁ':n’g‘i;‘]”%g&d'fd 1aperpoint \\WEGO Black Braided Silk 55
1290 Black Braded Silk o Ii’ﬂzg’;'seci‘ﬂ"e”“"”a' outting needle. |\ve o Black Braided Silk 36
1201 Black Braded Silk 40mm, 1/2 circle round bodied taper point e glack Braided Silk 54
needle, strand length 75cm,2
1293 Polyglactin 910 I8er:g[1h 14/54;Tilryc§05patulaled needle, strand xv;f;g(; LA Poly Lactic co Glycolic 48
1294 Polyglactin 910 Il:ﬂr:{r:,gi;iyrcﬁlzreverse cutting needle, strand xv;f;g(; LA Poly Lactic co Glycolic 48
1295 Polyglactin 910 ;:;1:2 :l/éﬁidrflei;#r;%tzﬁiz%aper point Z\IC?dG;)lgGLA Poly Lactic co Glycolic 48
1296 Polyglactin 910 Ilelnr;r;f;,/z:;cllg reverse cutting needle, Strand Z\IC?dG;)lgG LA Poly Lactic co Glycolic 48
1298 Polyglactin 910 ;:;1:2 :l/éﬁidrflei;#r;%tzﬁiz%aper point Z\IC?dG;)lgGLA Poly Lactic co Glycolic 48
1299 Polyglactin 910 :ﬁ;r:]r:,ljézlﬁi;c;ecgvnl\;gmional cutting needle, Z\IC?dG;)lgG LA Poly Lactic co Glycolic 53
1300 Polyglactin 910 19mm, 3/8 circle conventional cutting needle, |WEGO PGLA Poly Lactic co Glycolic 48

strand length 45cm, 4/0

Acid 910




19mm, 3/8 circle reverse cutting needle, strand

WEGO PGLA Poly Lactic co Glycolic

1301 Polyglactin 910 ength 75cm,4/0 Acid 910 48
1302 Polyglactin 910 zig;r;\,leléztﬁir;:(l)ecr;flgjiobodied taper point, X\/CEIE;S;‘]PG LA Poly Lactic co Glycolic 48
1303 Polyglactin 910 ;?rr:r:g I::/r%lcr:rglsec;oyn:\;/eontional cutting needle, Xﬁiﬁge LA Poly Lactic co Glycolic 53
1304 Polyglactin 910 Ilegnr;{;gg;lgg reverse cutting needle, Strand XﬁiﬁgGLA Poly Lactic co Glycolic 48
1305 Polyglactin 910 zi;:;yliéztﬁiI;C(I)ec::f";%bomed taper point, Xﬁiﬁge LA Poly Lactic co Glycolic 48
1306 Polyglactin 910 ;?rr:r:g |2gzg,$r;§£;elg(?omed taper point, Xﬁiﬁge LA Poly Lactic co Glycolic 48
1307 Polyglactin 910 ;Gr;r:]r:,lelégtﬁi;c(l)ec:?]tjzr}% bodied taper point, X\ﬁ;}g(igG LA Poly Lactic co Glycolic 54
1308 Polyglactin 910 211;:;2 Iifgtc;rsloecr;lvjnzd/;odied taper point, X\ﬁ;}g(igG LA Poly Lactic co Glycolic 48
1309 Polyglactin 910 ;%ter;r:]r:,leléglﬁirgc(l)ec::)]tjrzuljobody taper cut needle, X\ﬁ;}g(igG LA Poly Lactic co Glycolic 48
1310 Polyglactin 910 ::;E:T; :t/ig:jrzen;:ﬁr;% lz(r)ndviez%aper cut X\ﬁ;}g(igG LA Poly Lactic co Glycolic 48
1311 Polyglactin 910 ig;g:z :{;s{ijr?;;#r;%l::ii;d taper cut X\/CI?L?;SGLA Poly Lactic co Glycolic 53
1312 Polyglactin 910 :3;?::];5?;&6;?? bodied taper point, xv;f;g(; LA Poly Lactic co Glycolic 50
1313 Polyglactin 910 :3;?::];;1?%6;??1 bodied taper point, xv;f;g(; LA Poly Lactic co Glycolic 53
1315 Polyglactin 910 :3;?::];;?;&6;?2(1 bodied taper point, xv;f;g(; LA Poly Lactic co Glycolic 49
1317 Polyglycolic Acid ;Z;E:z éﬁaiiéclleen;ﬁn;jszgs;% taper point WEGO PGA Polyglycolic Acid 53
1318 Polyglycolic Acid Ile7n’;m715/c2n?,i;:)e round bodied needle, Strand WEGO PGA Polyglycolic Acid 53
1319 Polyglycolic Acid i;’g;‘e‘ ; faﬁ';ﬁ':n’g‘i:’]”;’szgfz‘é tapper point |\ e 55 pG A Polyglycolic Acid 48
1320 Polyglycolic Acid ;Zr;?::]eléézﬁi;c;e;g% bodied taper point, WEGO PGA Polyglycolic Acid 53
1321 Polyglycolic Acid 25mm, 1/2 circle round bodied taper point WEGO PGA Polyglycolic Acid 53

needle, Strand length 75cm, 2/0




30mm, 1/2 circle round bodied taper point

1322 Polyglycolic Acid needle, strand length 75 cm, 2/0 WEGO PGA Polyglycolic Acid 48
1323 Polyglycolic Acid :26’2;2 i{;ﬁg‘;;;fﬁ';‘ég;d'gd tapperpoint |\ 50 pGA Polyglycolic Acid 48
1324 Polyglycolic Acid igen;r; ;{;ﬁgf;;ﬁ%:,ﬁd'fd tapper point WEGO PGA Polyglycolic Acid 53
1325 Polyglycolic Acid :gen;r; :{;;ﬁ;;ﬁ';ds ?yiiid tapper point WEGO PGA Polyglycolic Acid 48
1326 Polyglycolic Acid :gen;r; :{;;ﬁ;gzﬁg%g;dzled taper point WEGO PGA Polyglycolic Acid 48
1327 Polyglycolic Acid :gen;:z :{;;ﬁ;;ﬁg% Izc:]i.iezd taper point WEGO PGA Polyglycolic Acid 48
1333 Polypropylene :ez,]';]{:(;:;/cg,ﬁ"ec/lg reverse cutting needle, strand WEGO Prolene 48
mu oo Lo, e et boded i e e 49
ws oo Lo, 38 et boded i e e 49
1336 Polypropylene Iﬁ'g{:;gfglgg curved cutting needle, strand WEGO Prolene 48
Lo, 2 ko o P ptr i
1338 Polypropylene i:: ;T:]V:,I:égtﬁi;c;i;?ré\:gmional cutting needle, WEGO Prolene 49
1339 Polypropylene i:: Z:::’IgégtﬁiT;ec;?z‘:gmional cutting needle, WEGO Prolene 53
S L ks o 29T o P 5
1341 Polypropylene ;gr ;T:]V:.I:ézlﬁi;c;ecxlg\:gmional cutting needle, WEGO Prolene 53
2o, 2 ko o PO ptr ’
1344 Polypropylene ig;g:z :{;ﬁﬁ:;ﬁ r;(éé)n:fiize/(:)taper point WEGO Prolene 54
1345 Polypropylene fei';]{;'g? ':irzcllg reverse cutting needle, strand WEGO Prolene 53
1346 Polypropylene 26mm, 3/8 circle conventional cutting needle, WEGO Prolene 53

strand length 45cm, 2/0




26mm, 1/2 circle round bodied taper cut double

1347 Polypropylene needle, strand length 75cm, 2/0 WEGO Prolene 53
1348 Polypropylene 222‘]:2 i{;ﬁﬁ;;ﬁ r;ds(l:)rc:]fjize/c:)taper point WEGO Prolene 53
1349 Polypropylene ig;n':j,zs/gaight cutting needle, strand length WEGO Prolene 28
1350 Polypropylene gg;n':j,zs/gaight cutting needle, strand length WEGO Prolene 29
1351 Polypropylene :gen;r; :{;;ﬁ;;ﬁ ';dsgzd'gd taper point WEGO Prolene 53
1352 Polypropylene :gen;r; :{;;ﬁ;;ﬁ ';dsgzd'fd taper point WEGO Prolene 54
1353 Polyamide i;g::';:ng r.g:ﬂggﬁ?;g atula double Wego Nylon 41
1354 Polyamide ::: g}?’lﬁgzgcizgilgdlb()died taper point, Wego Nylon 41
1355 Polyester ig(;j; ;g dﬁ:iz;?gﬁ:;?i%éipme’r :E/(gm’ WEGO Polyester Coated 48
1356 Polyester g;g:z :{ég:;ien;ﬁ r;(éf;):iize/(:)taper cut double WEGO Polyester Coated 48
1357 Polyester ig;g:z :{;s{ﬁ:;ﬁ r;dsggiize%taper cut double WEGO Polyester Coated 48
1358 Polyester igiglne :g dﬁlﬁiﬁ;‘:fgﬁ:&?;éﬁi /%oint WEGO Polyester Coated 48
1359 Polydioxanone (1!§L'|T;:Ine ::ig;rﬁié?;n;rzz?f:ﬂ;figg:g 10 WEGO PDO Polydioxanone 53
1360 Polydioxanone ig;g:z :{;s{ﬁ:;ﬁ r;dsggiise%taper point WEGO PDO Polydioxanone 53
1361 Polydioxanone ég(gre ::i:;rﬁié?;ngrt;?;ile:n;f\ejlgcorir:te 10 WEGO PDO Polydioxanone 53
1363 Polydioxanone ég(gre ;:;:;rﬁLi;?;ngrt;?;ilesn;f]e;ggi?s 10 WEGO PDO Polydioxanone 53
1364 Polydioxanone ;g;g:z :{éﬁﬁ:;ﬁ r;(éé)n:fii;/(:)taper point WEGO PDO Polydioxanone 48
1365 Polydioxanone ;;L':t])'lne :‘g dclierlc;fr;r:]znl(i:;ﬁie;(ééise;/%oint WEGO PDO Polydioxanone 48
1366 Polydioxanone 17mm, 8/8 circle round bodied taper point WEGO PDO Polydioxanone 48

double armed needle, strand length 75cm, 5/0




17mm, 1/2 circle round bodied taper point

1368 Polydioxanone needle, strand length 75cm, 4/0 WEGO PDO Polydioxanone 53
1369 Polydioxanone ;ZS:)'IT; ;:;g;riz;ﬁ;q:nbg?gisgc‘ﬁsi/g{“m WEGO PDO Polydioxanone 48
1370 Polydioxanone ig;z:z :{éﬁ:jrzen;:ﬁ r;(:):;)fii:%taper point WEGO PDO Polydioxanone 48
1371 Polydioxanone ig;z:z :{éﬁ:jrzen;:ﬁ r;(;:;)fii:%taper point WEGO PDO Polydioxanone 48
1372 Polydioxanone ig;z:z :{éﬁ:jrzen;:ﬁ r;(:):;)fii;%taper point WEGO PDO Polydioxanone 53
1373 Polydioxanone ig;z:z :{éﬁ:jrzen;:ﬁ r;(;:;)fii;%taper point WEGO PDO Polydioxanone 48
1374 Polydioxanone ig;g:z i{éﬁ:;?:n;ﬁ r;dsfgii;%taper point WEGO PDO Polydioxanone 48
1375 Polydioxanone ig;g:z i{;ﬁ:ﬁ:;ﬁ r;%ggiize%taper point WEGO PDO Polydioxanone 53
1376 Polydioxanone ig;g:z i{;ﬁ:ﬁ:;ﬁ r;dsggiize%taper point WEGO PDO Polydioxanone 48
1377 Polydioxanone ig;g:z i{;ﬁ:ﬁ:;ﬁ r;dsggiize%taper point WEGO PDO Polydioxanone 48
1378 Polydioxanone :2;2:2 i{éﬁ'ﬁ:;ﬁ r;(éé)nczfiize%taper point WEGO PDO Polydioxanone 48
1379 Polydioxanone 40mm, 1/2 circle round bodied taper point WEGO PDO Polydioxanone 53

needle, strand length 150cm., 0




40mm, 1/2 circle round bodied taper point

1380 Polydioxanone needle, Strand length 70cm,0 WEGO PDO Polydioxanone 48
1381 Polydioxanone ig;gr; :{;ﬁﬁ;;}? ';dssr?ld'fd taper point WEGO PDO Polydioxanone 53
1382 Polydioxanone :2;2:2 :{éﬁ:jrzen;:ﬁ r;%:ﬁldlled taper point WEGO PDO Polydioxanone 48
U e ot a0 o e :
e s PP S 0 e 5
1385 Stainless Steel :S;E:z :{éﬁ:jrzen;:ﬁ Z%xdlsed aper ct point WEGO Stainless Steel Wire 45
1386 Stainless Steel ﬁg;g:z i{éﬁ:;?:n;ﬁ Z%xd':d taper cut point WEGO Stainless Steel Wire 45
1388 Polypropylene 15¢m x 15cm WEGO Proelene Mesh 33
1389 Polypropylene 15¢m x 6cm WEGO Proelene Mesh 33
1390 Polypropylene 6cm x 11cm WEGO Proelene Mesh 33
S ik ettt G0 0
1332 Polypropylene 9.3mm, 3/8 circle round bodied taper point WEGO Prolene 50

double armed needle, strand length 60cm, 7/0




Alhamd Enterprises Karachi

Importer

Recommended except for Small Examination Gloves.

1027 Disposable Sterile Latex Surgical Gloves (Powder Free) 6.5-8.5 Size SURGITEX 53
1028 Disposable Sterile Latex Surgical Gloves (Powdered) 6.5-8.5 Size SURGITEX 53
1031 Erlzg)osable Non-Sterile Latex examination gloves (Powder Medium OPTISHIELD 38
1031 Ili:)::gosable Non-Sterile Latex examination gloves (Powder Large OPTISHIELD a8
1032 Disposable Non-Sterile Latex examination Gloves (Powdered) | Medium OPTISHIELD 48
1032 Disposable Non-Sterile Latex examination Gloves (Powdered) Large OPTISHIELD 48
1032 Disposable Non-Sterile Latex examination Gloves (Powdered) | Small OPTISHIELD 48
944 Cord Clamp CIKNA 42
897 Adhesive Tapes (Paper) 1"Inchx45M KOHLCAN 51
898 Adhesive Tapes (Paper) 2"Inchx 45M KOHLCAN 51
899 Adhesive Tapes (Paper) 3"Inchx4.5M KOHLCAN 51
900 Adhesive Tapes (Paper) 4" Inchx45M KOHLCAN 51
1/V Cannula (Sterile having wings + injection port in
1093 sterilized blister packing. The Cannula should be radio- Size 14G INPHARVEN 56
opaque, as well as latex, pyrogen, and PVC free)
1/V Cannula (Sterile having wings + injection port in
1094 sterilized blister packing. The Cannula should be radio- Size 16G INPHARVEN 56
opaque, as well as latex, pyrogen, and PVC free)
1/V Cannula (Sterile having wings + injection port in
1095 sterilized blister packing. The Cannula should be radio- Size 18G INPHARVEN 56
opaque, as well as latex, pyrogen, and PVC free)
1/V Cannula (Sterile having wings + injection port in
1096 sterilized blister packing. The Cannula should be radio- Size 20G INPHARVEN 56
opaque, as well as latex, pyrogen, and PVC free)
1/V Cannula (Sterile having wings + injection port in
1097 sterilized blister packing. The Cannula should be radio- Size 22G INPHARVEN 56

opaque, as well as latex, pyrogen, and PVC free)




I/V Cannula (Sterile having wings + injection port in

1095 sterilized blister packing. The Cannula should be radio- Size 18G FARCOCATHE 56
opaque, as well as latex, pyrogen and PVC free)
I/V Cannula (Sterile having wings + injection port in
1096 sterilized blister packing. The Cannula should be radio- Size 20G FARCOCATHE 56
opaque, as well as latex, pyrogen and PVC free)
I/V Cannula (Sterile having wings + injection port in
1097 sterilized blister packing. The Cannula should be radio- Size 22G FARCOCATHE 56
opaque, as well as latex, pyrogen and PVC free)
Zinc Oxide Adhesive Plaster (Cloth Tape)
1262 2.5cmx5M KOHLCAN 56
Zinc Oxide Adhesive Plaster (Cloth Tape)
1263 5cmx5M KOHLCAN 56
Zinc Oxide Adhesive Plaster (Cloth Tape)
1264 7.5cmx5M KOHLCAN 56
Zinc Oxide Adhesive Plaster (Cloth Tape)
1265 10cmx5M KOHLCAN 56
10 Allied Distributors Karachi Importer Recommended
19 Isoflurane Inhalational solution 100ml Restane 51
27 Propofol Inj. 10mg/ml, 20ml Profol 54
11 Allied Surgicals Karachi Importer Wayson Medical Co. Ltd China.
CE Quality assurance certificate was not provided to inspection team for Non-medicated Sterilized adhesive post-
operative wound dressing, while for adhesive tapes the EC Decalartion of conformity was not provided to inspection
team in original. Not Recommended
Not recommended
12 Allmed (Importer) Karachi Importer Recommended . .
82 Cyclosporine Cap. 25mg Bioral 40
83 Cyclosporine Cap. 50mg Bioral 40
84 Cyclosporine Cap. 100mg Bioral 40
381 Iron Isomaltoside Inj. 100mg/ml Monofer 48
580 Anti-Thymocyte Globulin (ATG) Injection Graflon 36
13 Allmed Pvt Ltd (Manufacturer) Manufacturer Recommended
Lahore 39 Diclofenac Sodium (IM/1V for Infusion) 3 ml 25 mg/ml Avenac 47
98 Mycophenolate Mofetil 500mg Suprimun 48




101 Sirolimus 1mg 1mg Siroll 38
102 Tacrolimus 1mg Tacogen 48
103 Tacrolimus 0.5mg Tacogen 48
116 Deferasirox 100mg Defox 48
121 Deferasirox 500mg Defox 48
239 Ciprofloxacin 250mg A-CIP 43
240 Ciprofloxacin 500mg A-CIP 43
273 Levofloxacin 250mg Levogreen 43
274 Levofloxacin 500mg Levogreen 43
378 Iron Hydroxy Polymaltose Complex 100mg Hemfil-F 43
379 Iron Hydroxy Polymaltose Complex 50mg/5ml 60ml Hemfil 47
383 Mecobalamin 500meg/1ml Meamin 47
469 Noradrenaline / Norepinephrine 1mg/ml 4ml Epinor 47
518 Ondansetron 8mg Anomed 48
519 Ondansetron 2 mg/ml 4ml Anomed 52
677 Tamsulosin HCL pellets 0.2% 0.4mg Uriflow 38
14 Alza Pharma Rawalpindi Manufacturer Recommended
803 Cyclopentolate 1% Eye Drops, 10ml CyclocilE/D 37
807 Dorzolamide + Timolol 2 +0.5% Eye Drops, 5ml Dorz-T 37
814 Moxifloxacin 0.5% w/v Eye Drops 5ml Alzox E/D 27




818 Polymyxin B+ Neomycin + Dexamethasone Eye Drops 5ml Alzatrol 27
825 Timolol Maleate 0.5% w/v Eye Drops 5 ml Timol E/D 37
826 Tobramycin 0.3% wi/v Eye Drops Tobralux E/D 32
827 Tobramycin + Dexamethasone 0.3% + 0.1% wi/v Eye Drops 5 ml TOD 27
828 Travoprost 40mcg/ml Eye Drops 2.5ml Travop E/D 32
829 Tropicamide 1% wiv Eye Drops 15ml Tromid 27
845 Fusidic acid 2% Cream 15gm Fucitop 46
853 Isotretinoin + Erythromycin 0.05 %+ 2% w/w Gel 10gm Erytrexin 31
869 Terbinafine 1% Cream 10gm Benasil 37




15

Amman Pharma Lahore

Manufacturer

The inspection team at the time of inspection observed that;

1. DML of the firm issued by the DRAP is expired in February, 2020 and the firm has applied for its renewal.

2. The temperature recorded in the steroid RMS was 29.2 °C, which was higher than the required temperature of 25
+ 2 °C as per SOPs of the firm.

3. Non-adherence to good laboratory practices (GLP) in the QC and Stability Chambers were observed as the
stability study protocols were not followed and initially the stability study of Citicoline was done by HPLC and the
remaining were done by UV spectrophotometer against the reference standard. Moreover no stability SOPs has been
established as per GLP.

4. Incineration SOPs and Record for the expired drugs to be disposed of from the sample retention room was not
available thereby compromising prescribed FGS practices.

5. Fridge for temperature sensitive items was also not available for retaining the samples (such as Atracurium) in the
sample retention room.

6. Compromised GLP was observed as the standardized stock solution for oxytocin to be used as reference standard
in QC was not validated and no date of expiry or preparation was mentioned on it.

7. No reference standard or SOPs for assay of the stability or validation of the standard solution of Oxytocin was
available.

8. The stock solution of oxytocin used for bulk manufacturing was not validated in terms of its stability and no record
was shown regarding its preparation and utilization at the time of inspection.

9. Non-adherence to good laboratory practices (GLP) in all labs and Functional Stability Chamber (Both Accelerated
and Real Time)(as in Schedule B of DRAP)

10. Poor Goods storage practices were observed during inspection as the paint of the FGS walls were peeled off. There
was an open window in the FGS to the direct sunlight and heat. ACs were installed in FGS instead of HVAC.

11. At the time of inspection no manufacturing operations were in process and there was no sufficient qualified staff
present.

Not Recommended

Not Recommended




16 lAszgsmogb\gzccines and Pharma Manufacturer Recommended o8 Eg’&?sable Auto Disable Syringe (Blister packing) sterile - Apple K105 i 61
990 Disposable Auto Disable Syringe (Blister packing) sterile 1ml |23Gx1" Apple K1 1 Auto Disable Syringe 1ml 61
991 Disposable Auto Disable Syringe (Blister packing) steril 2ml |23Gx1" Apple K12 ml 61
992 Disposable Auto Disable Syringe (Blister packing) sterile 3ml |23Gx1" Apple K13 ml 59
993 Disposable Auto Disable Syringe (Blister packing) sterile 5ml |23Gx1" Apple K1 5ml 61
997 Disposable Syringe Ordinary (Blister packing) sterile10ml 21GX1.5" Apple Disposable Syringe 10ml 59
152 Nystatin Drops 30ml Drops 100,000 1U/ml Myconil Drops 30ml 56
373 Fefan Tab 150mg+0.5mg Tablets 150mg+0.5mg Fefan Tab 52
550 Hydrocortisone 100mg Inj Injection 100mg Hyzonate Injection 100mg 58
551 Hydrocortisone 250mg Inj Injection 250mg Hyzonate Injection 250mg 58
529 Zinc Sulphate 20mg Tab Tablets 20mg Orazinc Dispersible 20mg Tab 50
609 Snake Venom Antiserum Inj Injection 10ml (vial) ffilé/:?dl)eToﬁ:ti Snake Venom Serum 50
611 Tetanus Toxoid Inj Injection 0.5ml Imatet Injection 55
890 Pyridoxine HCI 50mg Tab Tablets 50mg Amdoxin 50mg Tab 50

17 A-One Traders Peshawar Importer The inspection team at the time of inspection observed that;

I Eldawlia Tibbi Atik Medikal:

* Full Quality Assurance certificate duly attested from embassy concerned was present at the time of inspection.
However, the scope of certificated doesn’t cover Silk and Polyglactine.

* The free sale certificate duly attested from embassy concerned was present at the time of inspection. However, the
scope of certificated doesn’t cover Silk and Polyglactine.

I Yuyao Hairui Medical Co:

* The Production Quality Assurance certificate was present at the time of inspection but attested after bid opening i.e.,
dated 05-05-2022.

7 Novamedic Co; Ltd Thialand:

* Valid CGMP certificate and free sale certificate duly attested from embassy concerned were present at the time of
inspection.

However, the Drug Sale License by way of distribution of the importer/bidder was expired on 12-02-2021 and
qualified Person i.e., Pharmacist was not available at the time of inspection.

In view thereof, the firm is Not Recommended.

Not Recommended
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Aries Pharma Peshawar

Manufacturer

The inspection team at the time of inspection observed that
« Integrity test of the HEPA filter in dispensing booth was not performed in Ceph area.
* The temperature & humidity noted in the RMS of cephalosporin’s were 28.2€ and 40%RH respectively whereas the
storage temperature as per label claim of different cephalosporins were < 25C for Cefixime & ceftriaxone sodium, 2-
8C for cefoperazone- sulbactam & cephradine.
* HVAC was not functional in bottle blowing area of Cephlosporin dry powder suspension.

In view thereof, the firm is Recommended except for Cephalosporin’s.
The inspection team at the time of inspection observed that
« Integrity test of the HEPA filter in dispensing booth was not performed in Ceph area.
* The temperature & humidity noted in the RMS of cephalosporin’s were 28.2€ and 40%RH respectively whereas the
storage temperature as per label claim of different cephalosporins were < 25C for Cefixime & ceftriaxone sodium, 2-
8C for cefoperazone- sulbactam & cephradine.
* HVAC was not functional in bottle blowing area of Cephlosporin dry powder suspension.

In view thereof, the firm is Recommended except for Cephalosporin’s.

198 Azithromycin Cap 250mg Macrocap 39
199 Azithromycin Cap 500mg Macrocap 39
201 Azithromycin D.S 200mg/5m, 15ml Macrocap 39
239 Ciprofloxacin Tabs 250mg Curabid 43
240 Ciprofloxacin Tabs 500mg Curabid 43
241 Ciprofloxacin Infusion 200mg/100ml, 100ml Curabid 41
272 Levofloxacin Infusion 500mg/100m, 100ml Penetrex 31
273 Levofloxacin Tablets 250mg Penetrex 33




274 Levofloxacin Tablets 500mg Penetrex 33
283 Moxifloxacin Tablets 400mg Moxi 33
308 Artemether + Lumefantrine Tab 40mg/240mg Examal DS 43
309 Artemether + Lumefantrine Tab 80mg/480mg Examal Plus 43
310 Artemether + Lumefantrine Susp 15mg/90mg, 60ml Examal 39
382 Iron Sucrose 100mg/5ml, 5ml Ariferon 43
390 Rivaroxaban Tablets 10mg Raxelto 33
394 Tranexamic Acid Injection 250mg, 5ml Tranis 33
395 Tranexamic Acid Injection 500mg, 5ml Tranis 33
Combined Tablets
Contraceptive tablets: 21
486 Each tablet shall contain 0.03 mg of ethinyl estradiol and 0.3 Oral Contra Preva-28F 43

mg of Levonorgestrel.
Spacing tablets: 7
Each tablet shall contain 75 mg ferrous fumarate.




516 Omeprazole Injection 40mg Omec 43
517 Omeprazole Capsule 40mg Omec 39
518 Ondansetron Tablets 8mg Averon 43
519 Ondansetron  Injection. 8mg/4ml, 4ml Averon 39
521 Phloroglucinol + Trimethyl Phloroglucinol Tablets 80mg+80mg Bispam 43
532 Clomiphene Citrate Tablets 50mg Ovarox 43
680 AlprazolamTablets 0.5mg Pranax 43
698 Diazepam Inj 10mg/2ml, 2ml Diazip 39
732 Pregabalin Capsules 50mg Pregin 39
733 Pregabalin Capsules 75mg Pregin 39
734 Pregabalin Capsules 150mg Pregin 39
719 Midazolam Inj. 5mg/ml, 5ml Midaron 33
284 Moxifloxacin Infusion 400mg/250ml, 250ml Moxi 41
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Arsons Pharma Lahore

The inspection team at the time of inspection observed that:

HVAC was not functioning in the Raw material, In-process and Finished goods store.

The Temperature in the production area was 36 0C, while the humidity was observed as 37 %.

Inj. methylcobalamin (Mecofol) were stored in the FGS at temperature of 35 oC.

Both the medical devices and drugs were stored in the FGS simultaneously with poor temperature control.
The temperature of the Psychotropic finished goods was 34.9 0C.

The temperature in the FGS quarantine was 35 0C.

No temperature loghook was maintained in the FGS and Production area.

HVAC was not functioning in the Capsules, Tablet Compression and blistering area i.e., 34 0C, 34 0C and 32 0C
was noted.

9. Megnahelic gauges for differential pressure monitoring in the blistering area were out of order.

10. 02 ACs in the FGS were not working which resulted in poor temperature control.

11. No pressure differential were maintained in the dispensing booth of the RMS.

12. No active for the quoted psychotropic agent (Resperidone) was present at the RMS.

13. Poor documentation and QA practices were observed as packing was in process without the line clearance.

O NGO R WNE

Recommended only for award of the specified marks of physical evaluation/inspection in the technical evaluation
proforma for the quoted medical devices and cotton related items except the quoted general medicines.

1145 Paraffin Gauze dressing (Tulle) with Chlorhexidine 10x10 cm ARSO TULLE 65
1146 Paraffin Gauze dressing with framycetin 10x10 cm ARSOTIN 65
1180 Sterile Gauze Dressing Pad 10x 10 cm CARE GAUZE 65
894 Adhesive Tape (Paper) 17 x 5 yards ARSOPORE 55
895 Adhesive Tape (Paper) 27 x5 yards ARSOPORE 55
896 Adhesive Tape (Paper) 37 x 5 yards ARSOPORE 55
897 Adhesive Tape (Paper) 47 x 5 yards ARSOPORE 55
1267 Zinc Oxide Adhesive Plaster (Cloth Tape) 25cmx5m ZINCO 45
1268 Zinc Oxide Adhesive Plaster (Cloth Tape) 5cmx5m ZINCO 45
1269 Zinc Oxide Adhesive Plaster (Cloth Tape) 75cmx5m ZINCO 45
1270 Zinc Oxide Adhesive Plaster (Cloth Tape) 10ecmx5m ZINCO 45




20 AS Enterprises Lahore Importer Suzhou Laishi Transfusion Equipment Co. LTD
All the original mandatory embassy attested documents (Agency agreement, cGMP/Quality Assurance certificate,
Free Sale certificate/CoPP) as per the SBDs for the quoted item (Blood Bag (CPDA-1) with Transfusion Sets Single
500 ML Lai Shi) of the principal manufacturer Suzhou Laishi Transfusion Equipment Co. LTD, were not present at
the time of inspection.
Not Recommended Not Recommended
21 Asian Continental Karachi Manufacturer Recommended
37 Diclofenac Sodium Tab. 25mg Voren 58
39 Diclofenac Sodium Inj. 75mg Voren 58
40 Diclofenac Sodium Tab. 50mg Voren 58
65 Serratiopeptidase Tab. 5mg Conzyme 41
164 Levocetirizine Dihydrochloride Syp. 2.50mg/5ml,60ml Atiza 47
165 Levocetirizine Dihydrochloride Tab. 5mg Atiza 51
166 Loratadine Tab. 10mg lorin NSA 51
167 Montelukast Sodium Tab. 10mg Juvexy 56




168 Montelukast Sodium Tab. 5mg Juvexy 56
198 Azithromycin Cap. 250mg Macrobac 48
199 Azithromycin Tab. 500mg Macrobac 52
201 Azithromycin Syp. 200mg/5ml Macrobac 48
239 Ciprofloxacine Tab. 250mg Uzaril 51
240 Ciprofloxacine Tab. 500mg Uzaril 51
260 Doxycycline HCL Cap. 100mg Contimycin 47
273 Levofloxacine Tab. 250mg Asilix 51
274 Levofloxacine Tab. 500mg Asilix 51
378 Iron Polymaltose Complex Tab. 100mg Feralife 51
379 Iron Polymaltose Complex Syp. 50mg/5ml, 60mi Feralife 47
383 Mecobalamine Inj. 500mg Mexamine 51
393 Tranexamic Tab. 500mg Traxacid 56
394 Tranexamic inj.250mg Traxacid 56
395 Tranexamic inj. 500mg Traxacid 56
411 Atenolol Tab. 50mg Cardiolite 51
412 Atenolol Tab. 100mg Cardiolite 51
454 Losartan Potassium+Hydrochloride Tab. 50mg/12.5mg Losanta DIU 51




455 Losartan Potassium Tab. 25mg Losanta 51
456 Losartan Potassium Tab. 50mg Losanta 51
475 Rosuvastatin Tab.10mg Rosuvax 51
511 Lactulose Syp.3.35gm/5ml, 120ml Kolac 52
517 Omeperazole Cap. 40mg Zolbi 47
559 Metformin HCI Tab 500mg Meteor 51
677 Tamsulosin Tab 0.4mg Prostreat 51
889 Cholecalciferol inj. 5mg AC-D3 46
22 Aspin Pharma Karachi Manufacturer Recommended
73 Mebendazole Tab.500mg, 20 or less VERMOX 22
149 Miconazole Nitrate Cream 2%, 10gm DAKTARIN CREAM 23
150 Cream. Miconazole Nitrate 0.02 GYNO-DAKTARIN 21
151 Miconazole Gel. 2%, 20gm DAKTARIN ORAL GEL 23
213 Cefixime Cap. 400mg M-Span 20
283 Moxifloxacin Tab. 400MG (5's) ASPIMOX 20




503 Pregablin Cap. 75mg GABOLEST 10
504 Domperidone Susp. 5mg/ 5ml , 120ml MOTILIUM 22
513 Domperidone Tab. 10mg MOTILIUM v 20
733 Loperamide Hydrochloride Cap. 2mg IMODIUM 25
874 Chlorhexidine gluconate Gel. 7.1 %, 10gm SEPIDYL 20
874 Chlorhexidine gluconate Gel. 7.1% , 15gm SEPIDYL 20

23

Aster Life Sciences Lahore

Importer

Chong Kun Dang Korea (Mycophenolate, Tacrolimus)

Original embassy attested cGMP Certificate and original Agency Agreement were not provided to the inspection
team at the time of inspection for the quoted items of the above mentioned principal manufacturer.

Not Recommended

LG Chem Ltd, South Korea

(Erythropoietin)

Original embassy attested Free Sale Certificate and original Agency Agreement were not provided to the inspection
team at the time of inspection for the quoted items of the above mentioned principal manufacturer.

Not Recommended

Beijing SL Pharmaceutical, China

(Octreotide Inj.)

Original Agency Agreement was not provided to the inspection team at the time of inspection for the quoted items of
the above mentioned principal manufacturer.

Not recommended.

Not Recommended for all the quoted items of the above mentioned principle manufacturers.

Not Recommended




24 ATC Akora Khattak Importer The inspection team at the time of inspection observed that

+ Jiangxi Hongda Medical Equipment Group Ltd:

* Full quality assurance and free sale certificates duly attested from concerned embassy were present at the time of

inspection. However, the items quoted at formulary nos. 1024, 1025 does not cover in the scope of afore-referred

certificates.

* The firm provided technical staff list wherein Mr. Hasseb Ul Haq was shown as Pharmacist In Charge, while its

relevant to mention that the said officer is also engaged as in charge quality assurance department M/S Unisa

Pharmaceutical industries Ltd. Moreover, powdered free gloves were not present physically in the store at the time of

inspection. Further, the price list share by the firm shows item mentioned at formulary No. 1023 in box of fifty pairs

while in SBD it is required in single pair. It’s relevant to mention that qualified person mention in the import license

and drug sale license was not present at the time of inspection.

In view thereof, the firm is Not Recommended.

Not Recommended
ATCO Laboratories Karachi Manufacturer Recommended

67 Tramadol HCL Inj 50 mg/ml 2ml Maradol 40
106 Thalidomide Cap 100 mg Thalido 42
133 Pralidoxime Chloride Inj 20 mg/ml 10mi P-Doxime 55
144 Fluconazole Cap 150mg Fonaz 45
145 Fluconazole susp. 50mg/sml Fonaz 45
154 Terbinafine Hel Tabs 250 mg Terbiderm Forte 51
166 Loratadine Tabs 10 mg Xylor 50
277 Linezolid Tabs 600mg Avotrexid 45
400 Acetyl salicylic Acid Tabs 75mg Ascard 52
408 Valsartan + Amlodipine Tabs 5/ 80mg Dioplus 41
409 Valsartan + Amlodipine Tabs 5/ 160mg Dioplus 41
410 Valsartan + Amlodipine Tabs10/ 160mg Dioplus 41
414 Bisoprolol Fumarate Tab. 5mg Bisoprolol 55
415 Bisoprolol Fumarate Tab. 10mg Bisoprolol 55
437 Glyceryl Trinitrate Tabs 2.6mg Cardnit 42
438 Glyceryl Trinitrate Tabs 6.4mg Cardnit 42




452 Lisinopril Tabs 05 mg LAME 50
543 Lisinopril Tabs 10 mg LAME 50
459 Metoprolol Tabs 25 mg Merol 45
460 Metoprolol Tabs 50 mg Merol 45
461 Metoprolol Tabs100 mg Merol 45
462 Metoprolol Inj 1Img/ml 5ml Merol 45
464 Milrinone Lactate Inj. Img/mli Milron 55
469 Norepinephrine Bitartarate Inj 4mg/4ml Nor-Adrin 40
470 Phenylephrine Inj 10mg/ 1ml Synephrine 42
475 Rosuvastatin Tabs 10 mg Rovator 40
530 Elemental Zinc sulphate Syp 20mg/ 5ml 60ml Zincat OD 52
537 Empagliflozin Tab 10mg Adrance 50
538 Empagliflozin Tab 25mg Adrance 50
563 Misoprostol 200meg Tablets Prosotec 55
570 Sitagliptin + Metformin Tab. 50/500 Neoglip 40
571 Sitagliptin + Metformin Tab. 50/1000 Neoglip 40
575 Vildagliptin Tab. 50mg Viglip 40
730 Phenytoin Sodium Inj. 250mg/5ml Epigran 45
732 Pregabalin Caps 50mg Syngab 40
733 Pregabalin Caps 75mg Syngab 40
782 Ipratropium Bromide 250mcg/ml 20ml solution IPNEB 52
787 Salbutamol Syp 2mg/5ml 60ml Bronkal 51
788 Salbutamol Syp 5mg/ml 60ml Bronkal Respirator 51
807 Dorzolamide 2%+Timolol 0.5% Eye Drops 2%+0.5% 5ml Glantrim 40
814 Moxifloxacin Eye drops 0.5% w/v 5ml Oxin 40
826 Tobramycin Eye drops 0.3% 5ml Bracin 45
827 Tobramycin+ Dexamethasone Eye drops 0.3% + 0.1% w/v 5ml Bracin-D 40
833 Betamethasone Lotion Betaderm 40
835 Betamethasone+Gentamycin Ointment 0.05 % + 0.1% 15gm Betagenic 41




836 Betamethasone+ Gentamycin Cream 0.05 % + 0.1% 15gm Betagenic 41
845 Fusidic acid Cream 2% 15gm Melas 50
860 Permethrin Cream 5% 30gm Scabfree 47
861 Permethrin Lotion 5% 60ml SCABFREE 47
862 Bacitracin+Polymaxin+ B.sul, Neo, Lido Oint 10gm Healit 42
869 Terbinafine Hcl Cream 1% 10gm Terbiderm 41
870 Terbinafine Topical Solution 1% W/V Terbiderm 41
26 ATCO Pharma International Importer CiD Italy.The cGMP of CiD Italy was expired on 30-04-2021 and was also not provided in original. Alvimedica
Karachi Turkey.All mandatory embassy attested documents (Agency agreement, cGMP / Quality Assurance certificate, Free
Sale certificate / CoPP, DRAP Registration) as per the SBDs were checked and verified in original at the time of 965 Diagnostic Catheter (All Types & Sizes) ALVISION All Sizes 52
inspection, for the quoted items of the above-mentioned principal manufacturer.
Recommended for quoted items of Alvimedica Turkey Only.
1071 Guiding Catheter (6FR) ALVI GUIDE BLUE PLUS 6Fr 52
1072 Guiding Catheter (7FR) ALVI GUIDE BLUE PLUS 7Fr 52
27 Atlantic Pharmaceuticals Karachi  |Importer Recommended
602 Purified Vero Cell Rabies Vaccines 1*5,S 1*50,S Rabio 52
28 Axis Pharma Faisalabad Importer Recommended
45 iburpfen 100mg/5ml, susp: 120ml 120ml Magrofen Susp 47
163 Citrizine 5mg/5ml , Syp: 60ml 60ml Ceridal Syp 47
277 Lincomicin Cap: 500mg 3*4.,S Lincoax Cap 52
381 Iron Hydroxide Poly Maltose Complex 50mg/5ml 60ml Genifer Syp 47
507 Domperidone 5mg/5ml Susp 2*10,S Dypin 52




520 Omeprazol 40mg Cap 10*10 Mark 40 47
546 Glimpiride 2mg tab 2*10,8 Glynal tab 47
Flavoured oral Rehydraiton salt
WHO approved formulae. Sodium Chloride (3.5g/1), -
633 Glucose anhydrous(20g/1), Potassium Chloride (1.5g/L), 1208 oraes sachet 47
trisodium Citrate(2.9g/1) 20,S
29 BBraun Pakistan Ltd Karachi Importer Recommended
1012 Disposable Sterile Spinal Needle 18G Spinocan 62
except for Item No. 1014 due to non-provision of sample for End user and DTL evaluation.
1015 Disposable Sterile Spinal Needle 22G Spinocan 62
1016 Disposable Sterile Spinal Needle 23G Spinocan 62
1017 Disposable Sterile Spinal Needle 25G Spinocan 62
1018 Disposable Sterile Spinal Needle 27G Spinocan 62
1044 Epidural kit/ Epidural Anesthesia set Radio-opaque G18 Perifix 61
1192 Stop Cock 3 way with Extension Discofix 61




995 Disposable Insulin Syringe Ordinary sterile 30G 1ml Omnican 61
I/V Cannula (Sterile having wings + injection port in

1091 sterilized blister packing. The Cannula should be radio- G18 Vasofix 62
opaque, as well as latex, pyrogen, and PVC free)
I/V Cannula (Sterile having wings + injection port in

1092 sterilized blister packing. The Cannula should be radio- G20 Vasofix 62
opaque, as well as latex, pyrogen, and PVC free)
1/V Cannula (Sterile having wings + injection port in

1093 sterilized blister packing. The Cannula should be radio- G22 Vasofix 62
opaque, as well as latex, pyrogen, and PVC free)
1/V Cannula (Sterile having wings + injection port with

1094 heparin stoppgr inside sterilized blister packing, The Cannula G2 Introcan 64
should be radio-opaque, as well as latex, pyrogen, and PVC
free)

615 Balanced Electrolyte Solution 1000ml Sterofundin 46

633 Gelatin Polypeptide 4% 500ml Gelofusine 46

30 Baim Medical Karachi Importer Recommended
1076 Hemodialyzer with tubing Adult Vital Healthcare SDN BHD 45
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Bajwa Pharmaceuticals Lahore

Manufacturer

The inspection team at the time of inspection observed that,

1. Compliance/Adherence to all the requirements of cGMP in order to ensure the production of quality products was
compromised.

2. Poor QA/QC practices were observed by the inspection team as the packing of Inj. Furosemide Batch No. FR-1922
was carried out in the corridor of the production area.

3. Poor environmental controls were observed in the packing area and optical checking area as the temperature noted
was 36 0C and leaked water was spread over the floor of the areas.

4. Impaired functioning of HVAC system were observed as the temperature in the production area, packing section,
optical checking section, QC were deranged.

5. Poor environmental control were observed in the cold room, as the cold room was unhygienic and there was
leakage of water from the ceiling spread over the floors of the cold room.

6. Poor Storage Practices were observed in the RMS as Finished Goods Sedaphrine(R) were kept with active raw
material (Ketamine and Ephedrine) in the RMS were locked and sealed in same room, dedicated for the storage of
Psychotropic substances in the RMS thereby compromising the cGSP.

7. Active raw material (Isosorbide and Rocurium bromide) were stored along with finished producut (Suxathone) and
unpacking ampules in the cold room.

8. Temperature inside the refrigerator for the reference standards at the time of inspection was (11 °C) i.e. above the
required 2-8 °C.

9. Multiple nonfunctioning equipment were placed in the corridor of the production area in for which no repair
record was shown to the inspection team.

10. Poor maintenance of Record/documentation related to Stability studies in violation to the WHO/ICH guidelines
were observed by the MCC inspection team.

11. Conductivity meter in the QC Lab was not calibrated, thereby compromising GLP.

Not Recommended

Not Recommended
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Barrett Hodgson Karachi

Manufacturer

Recommended

22 Lignocaine Hel SOLUTION Xyloaid Solution 34
23 Lignocaine Hel SOLUTION Xyloaid 4% Topical Solution 34
24 Lignocaine Hcl + Adrenaline SOLUTION Xyloaid 2% Solution Adreanline 36
39 Diclofenac Sodium INJECTION Mobikare 75mg/3ml inject on 48
40 Diclofenac Sodium CAPSULE Mobikare 50MG EC Capsule 44
55 Buphinal injection 10mg/ml INJECTION Buphinal injection 10mg/ml 38
59 Paracetamol SOLUTION Febrol Suspension 44
60 Paracetamol SOLUTION Febrol Ds Suspension 44
66 Tizanidine TABLET Terlax Tablet 4mg 44
160 Cetirizine TABLET Gixer Tablets 10mg 44
161 Cetirizine SOLUTION Gixer Oral Solution 44
165 Levocetrizine D hydrochloride TABLET Lixer 5mg Tablet 34
166 victrin 10mg Tadlet TABLET Victrin 10mg Tablet 44
167 Montelukan Sod um TABLET Aerokast 10mg Chewable Tablet 44
168 Montelugan Sodium TABLET Aerokast 5mg Chewable Tablet 44
169 Montelukast Sodium SACHET Aerokast 4mg Sachet 44
198 Azithromycin Dlhydrate. 250mg CAPSULE Mazox 250mg Capsule 34
199 Azlttiromycin Dlhydrate. ~ 500mg TABLET Mazox 500mg Tablet 34
201 Mazox 200mg/5ml Dry Suspension SUSPENSION Mazox 200mg/5ml Dry Suspension 34
205 Cefaclor DROPS Cavalor Paed. Drops50mg/ml 44
207 Cefaclor SUSPENSION Cavalor Suspension 125mg/5ml 44
208 Cefacior SUSPENSION Cavalor SuSpension 250mg/5mli 44
209 Cefazolin Sodium INJECTION Cefamezin 1V<IM inj. 500mg 44
210 Cefazohn Sodium INJECTION Cefamezin 1V<IM inj. 1000mg 44
211 Cefeplme INJECTION Cefstar injection 500mg 44
212 Cefepime INJECTION Cefstar injection 1000mg 44
216 Cefoperaeone........500mg+ Sulbactam. 500mg INJECTION Ceflactam Injecion 1000mg 44




217 Cefoperaione......1000mg  Sutbactam 500mg INJECTION Ceflactam Injecion 2000mg 44
218 Cefotaxime Sodium INJECTION Wintax injection 250mg 34
219 Cefotaxime Sodium INJECTION Wintax injection 500mg 34
220 Cefotaxime Sodium INJECTION Wintax injection 1000mg 34
224 Ceftazidime INJECTION Cefcom Injection 500mg 44
225 Ceftazidime INJECTION Cefcom Injection 1000mg 44
226 Ceftriaxone INJECTION Inocef i,V Injection 500mg 44
227 Ceftriaxone INJECTION Inocef iV Injection 1000mg 44
228 Ceftriaxone INJECTION Inocef iV Injection 2000mg 44
239 Ciprofloxacin TABLET Inoquin Tabiet 250mg 34
240 Ciprofloxacin TABLET inoquin Tablet 500mg 34
241 Ciprofloxacln INJECTION Inoquin IV inf. 200mg/100ml 36
243 Clarithromycin TABLET Megaklar Tablet 250mg 44
244 Clarithromycin TABLET Megaklar Tablet 500mg 44
245 Clarithromycin SUSPENSION Megaklar DS 250mg/5ml Suspension 44
246 Clarithromycin SUSPENSION Megaklar Suspension 125mg/5ml 44
272 Levofloxacine INFUSION Dynasuin infuslon 500mg/100ml 36
273 Levofloxacine TABLET Dynaquin Tablet 250mg 34
274 Levofloxacne TABLET Dynaquin Tablet 500mg 34
277 Linzolid TABLET Barizoid 600mg Tablet 44
278 Linzolid INFUSION Barizold infusion 200mg / 100ml 46
279 Linzolid INFUSION Barizold infusion 600mg / 300ml 46
280 Meropenem INJECTION Baripenem 500myg Injection 36
281 Meropenem INJECTION Baripenem 1000mg Injection 36
283 Moxifioxacin HCL TABLET Barimox 400mg Tablet 34
284 Moxifioxacin HCL INFUSION Barimox infusion 400mg/250ml1 36
307 Artemether INJECTION MalEra 80mg/ml injection 38
308 Artemetfier 40mg+Lumefentrine 240mg TABLET MalEra 40/240mg Tablet 34




309 Artemetfier 80mg+¢umefentrine 480mg TABLET MalEra Max Tablet 80mg+480mg 34
310 Artemetfier 15mg /5ml + Lumefentrine 90mg / 5ml SUSPENSION MalEra Dry Suspension 60ml 34
378 iron (ill) Hydroyide Polymaltose Complex TABLET Polyfer Chewable tablet 34
379 iron (lil) Hydrox de Polymaltose Complex SYRUP Polyfer Syrup 34
382 Iron Sucrose Compiex INJECTION ivefer IV INJ 100mg / 5ml 38
383 Mecobalamin INJECTION Mylaxon injection 500mcg/ml 38
390 Rivaroxaban TABLET Rivaclot 10mg Tablet 34
391 Rivaroxaban TABLET Rivaclot 15mg Tablet 34
392 Rivaroxaban TABLET Rivaclot 20mg Tablet 34
406 Amlodipine Beasylate TABLET Ampress 5mg Tablet 34
407 Amlodipine Beasylate TABLET Ampress 10mg Tablet 34
408 Amlodipine + valsartan 5mg + 80 mg TABLET AV sartan 5mg + 80mg Tablet 34
409 Amlodipine + valsartan 5mg + 160 mg TABLET AV sartan 5mg + 160mg Tablet 34
410 Amlodipine + valsartan 10mg + 80 mg TABLET AV sartan 10mg + 160mg Tablet 34
413 Bisoprolol Fumarate TABLET Barilol 2.5mg Tablet 34
414 Bisoprolol Fumarate TABLET Barilol 5mg Tablet 34
415 Bisoprolol Fumarate TABLET Barilol 10mg Tablet 34
422 Carvedilol TABLET Vedicar 6.25 mg Tablet 44
423 Carvedilol TABLET Vedicar 12.5 mg Tablet 44
424 Carvedilol TABLET Vedicar 25 mg Tablet 44
425 Clopidogrel TABLET Clotnil Tablet 75mg 34
454 Losartan potasium + Hydrochlorthiazide TABLET Sartan -H Tablet 34
456 Losartan potasium TABLET Sartan 50mg Tablet 34
475 Rosuvastatin as Calcium 10mg TABLET Rosubar 10mg Tablet 44
490 Ciprofloxacin DROPS Cipotic Ear Drops 35
507 Famotadine TABLET Acicon 40mg Tablet 34
520 Baropent DR Tablet 20mg TABLET Baropent DR Tablet 20mg 34
521 Phloroglucinol/ Trimethylphlorglucinol TABLET Spasrid Tablet 45




522 Phloroglucinol/ Trimethylphlorglucinol INJECTION spasrid injection 48
530 Zinc Sulphate Monohydrate SYRUP Zincday Syrup 44
542 Glimepride TABLET Diabold 1mg Tablet 44
543 Glimepride TABLET Diabold 2mg Tablet 44
544 Glimepride TABLET Diabold 3mg Tablet 44
545 Glimepride TABLET Diabold 4mg Tablet 44
546 Glimepride 1mg+ Metformin HCL 500mg TABLET Diabold plus tablet 1mg+ 500mg 44
547 Glimepride 2mg+ Metformin HCL 500mg TABLET Diabold plus tablet 2mg+ 500mg 44
570 Sitagliptin Phosphate + Metformin Hcl 50mg + 1000 mg TABLET S-Gliptin plus tab 50mg+1000mg 44
571 Sitagliptin Phosphate + Metformin Hcl 50mg + 500 mg TABLET S-Gliptin plus tab 50mg+500mg 39
665 Febuxostat 40mg TABLET Baristat tablet 40mg 34
666 Febuxostat 80mg TABLET Baristat tablet 80mg 34
686 Erdap Tablet 20mg TABLET Erdap tabet 20mg 34
699 Duloxetine HCI CAPSULE Hapibar 3omg Tablet 44
700 Duloxetine HCI CAPSULE Hapibar 6omg Tablet 44
705 Esitalopram TABLET Seradep Tablet 10mg 34
732 Pregabalin 50mg TABLET Nuugalin 50mg Tablet 34
733 Pregabalin 75mg TABLET Nuugalin 75mg Tablet 34




734 Pregabalin 150mg TABLET Nuugalin 150mg Tablet 34
740 Resperidone TABLET Persch 2mg tablet 34
741 Resperidone TABLET Persch 4mg tablet 34
743 Sertraline TABLET Sert Tablet 100mg 44
791 Terbutaline Sulphate TABLET Britanyl Tablet 36
792 Terbutaline Sulphate TABLET Britanyl Syrup 34
793 Terbutaline Sulphate TABLET Britanyl injection 38
801 Chloramphenicol usp 5mg Solution Pehnoptic opthalmi Sol. 0.5% 34
806 Diclofenac Sodium DROPS Ocloanc Eye Drop 44
807 Dorzolamide as Hel 20mg DROPS Synigan Eye Drops 44
810 Fluorometholone usp 1mg Neomycin Su;phate 5mg DROPS FML Neo Liquifilil eye drops 47
813 Levobunolol Hel usp 5mg SOLUTION Betabar Ophthalamic solution 34
814 Moxifioxacin 5mg SOLUTION Moxigan 0.5% sterile ophth sol 35
827 Tobrmycin sulphate usp 3mg DROPS Eyebradex eye drops 34
854 Lignocaine Hel Gel Xyloaid Jelly 38
887 Ossein Mineral Complex TABLET Esegrow D Tablets 34
889 Vitamin D3 (Cholecalcifero) INJECTION Bar D Injection 38




33

Benson Pharma Rawalpindi

Manufacturer

The firm was inspected and following observations were made:

General Medicines Manufacturing Facility:

1. Raw material store walls were cracked.

2. Dispensing Booth HVAC was not functional at the time of inspection.

3. Sampling room temperature was 34 °C and air conditioner was turned off.

4. Wall of Room was cracked where sampling booth was placed.

5. There was no temperature control nor any instrument installed for measuring temperature and humidity in
general store. Unfold Corrugated Cartons were also stacked on floor over there.

6. HVAC was not functional in tablet dry mixing or blending section.

7. Tablet granulation section floor has rust stains.

8. Stainless steel Corner Guards (which were removed) were piled up in the in-process quarantine specified for tablets.

9. Tablet Coating Section HVAC was not functional.

10. In Packing Hall of Tablet and Capsule Cartons of finish products and packing material were placed on floor
instead of pallets.

11. In printing room of the firm temperature was high and aluminium foils was placed over there.

12. In packing material store cartons and sacks were placed on floor.

13. In finished goods store cartons were placed on floor.

Cephalosporin Manufacturing Facility:

1. Cephalosporin section HAVC was not functional.

2. Corridor wall borders epoxy paint was peeled off.

3. In Packaging material store for bottles, cartons were placed on floor instead of pallets.

4. In male Change Room Crossing over bench was cracked.

5. Emergency exit doors were not installed as per reuirement.

Quality Control Lab:

1. Dissolution apparatus with 14 vessel for comparative dissolution profile was not found in Quality Control Lab.
2. Samples Retention Room wall was cracked.

3. Working standards were not stored properly.

4. Record of few tests for raw material and finished products as mentioned in official monograph was not found.
5. Fourier-transform infrared spectrometer (FTIR) was not present.

6. Good laboratory practices were not followed.

“’Not Recommended”

Not Recommended




34 BF Biosciences Lahore Manufacturer Recommended
89 Filgrastim Inj 300mcg Filgen 54
361 Erythropoietin Inj 20001U Eritrogen 50
362 Erythropoietin Inj 40001U Eritrogen 50
363 Erythropoietin Inj 100001U Eritrogen 50
528 Terlipressin Acetate Inj 1mg Novapressin 57
35 Biolabs Islamabad Manufacturer The firm was inspected and following observations were made:

General Medicines Manufacturing Area: 516 Omeprazole (as Sodium) Lyophilized Powder 40mg inj Acichek 50

1. Water for injection filled ampules were stored in Liquid injectable & Infusion corridor.

2. Liquid injectable & infusion mixing section HVAC was not functional.

3. In optical Checking section of liquid injectable & infusion HVAC was not functional. 74 Mebendazole 100mg suspension Mebzole 46

4. A section labelled as injectable packing hall but the process of capsule blistering was carried out over there, and

Hall HVAC was not functional.

Cephalosporin Manufacturing Facility: 151 Miconazile 20mg Gel Miconit oral Gel 46

1. Raw Material Store receiving bay have no deduster or vacuum cleaner.

2. HVAC was not functional in dry powder injectable vials washing, filling and sealing sections.
201 Azithromycin 20mg Dry suspension Throb 46

“Recommended for all quoted items except quoted liquid injectable, infusion and Cephalosporin”™
407 Amlodipine besylates 10mg Tablet Amdol 46
517 Omeprazole 40mg capsule Acichek 46
518 Ondansetron Hcl 8mg Tablet Vemtix 36
721 Olanzapine 5mg Tablet Jolene 36
722 Olanzapine 10mg Tablet Jolene 36
732 Pregablin 50mg capsule Mewgaba 46
733 Pregablin 75mg capsule Newgaba 46
734 Pregablin 150mg capsule Newgaba 46
740 Risperidone 2mg Tablet Bioris 36




741 Risperidone 4mg Tablet Bioris 36
839 Clotrimazole 50mg cream Biotrim Cream 46
860 Permethrin 50mg cream Bioscab Cream 46
861 Permethrin 5%wi/v Lotion Bioscab Lotion 46
866 Silver Sulphadiazine 1% 1% Cream Bio sul Cream 36
503 Domperidone Maleate 10mg Tablet Omperin 46
253 Colistimethate Sodium (Lyophilized powder) IMIU Inj Colicraft inj 55
302 Tigecycline (Lyophilized Powder) 50mg inj Tigabio inj 50
504 Domperidone 5mg suspenion Omperin 46

36

Bloom Pharma Hattar

Manufacturer

The inspection team at the time of inspection observed that

* Shippers & master cartons were placed in the main corridor.

* Temperature noted in the raw material store was 31°C where as it was needed to be less than 25 °C as mentioned on
different raw materials.

* Only single air condition was installed in the huge RMS and temperature log sheet was not available.

« In general dispensing area, Hepa filter of the dispensing booth was full of dust. After several requests, integrity test
of the HEPA filter was not shown to the inspection team.

* HVAC was not functional in production area of quoted sections.

* Pedestal fans were installed in packaging section of syrup and labelling was not carried out.

* Hygrometers were not present in the tablet compression area.

* No identification tag was present in the in-process quarantine section on different items.

* Accelerated stability chamber was not functional at the time of inspection.

In view thereof, the firm is Not Recommended.

Not Recommended




37

Bosch Pharma Karachi

Manufacturer

Recommended

55 Inj Nalbuphine 10 mg Inj.Bunail 10mg 59
62 Inf Paracetamol 1000 mg/100 ml Inf.Bofalgan 1000mg/100ml 60
174 Inj Amikacin Sulphate 250 mg Inj. Amkay 250mg 54
175 Inj Amikacin Sulphate 500 mg Inj.Amkay 500mg 54
183 Tab Amoxycillin+Clavulanic Acid 375mg Tab.Calamox 375mg 60
184 Tab Amoxycillin+Clavulanic Acid 625 mg Tab.Calamox 625mg 60
185 Tab Amoxycillin+Clavulanic Acid 1GM Tab.Calamox 1gm 60
186 Susp Amoxycillin+Clavulanic Acid (1;05'3? +31.5mg /Smi f;zng?r:;;g?\i(l 56
(90ml) bottle
188 Susp Amoxycillin+Clavulanic Acid ?:(?n:}? +62.5mg /5mi g;;psg:;g(r):l o 56
(90ml) bottle
189 Inj Amoxycillin+Clavulanic Acid 500+100mg/Vial Inj.Calamox 600mg 60
190 Inj Amoxycillin+Clavulanic Acid 1000+200mg/Vial Inj.Calamox 1.2gm 60
198 Cap.Azithromycin 250mg Cap.Zezot 250mg 39
200 Inj Azithromycine 500mg/Vial Inj.Zezot 500mg 43
269 Inj Imipenem+Cilastatin 500+500 mg/Vial Inj.Cilapen 500mg 59
279 Inf Linezolid 2 mg/ml (300ml) Inf.Zolrest 600mg/300ml 53
280 Inj Meropenem 500mg/Vial Inj.Penro 500mg 60
281 Inj Meropenem 1 gm/Vial Inj.Penro 1gm 60
284 Inf Moxifloxacine 400mg/250ml Inf.1zilon 400mg/250ml 50
287 fgr;;griig/r?al Inj.Tanzo 2.25gm 62
288 Inj Piperacillin+Tazobactum ?3?;?];3?: Inj.Tanzo 4.5gm 62
302 Inj Tigecycline 50 mg/Vial Inj.Btig 50mg 48




303 Inj Vancomycine 500 mg/Vial Inj.Vinjec 500mg 59
304 Inj Vancomycine 1 gm/Vial Inj.Vinjec 1gm 59
382 Inj.Iron Sucrose 20mg/ml (5ml) Inj.Merofer 100mg/5ml 57
516 Inj Omeprazole 40mg/Vial Inj.Omezol 40mg 53
38 Brookes Pharma Karachi Manufacturer Recommended
10 Atracurium Besylate 10mg/ml 10mg Injection Acuron Injection 5x3ml 57
11 Atracurium Besylate 10mg/ml 10mg Injection Acuron Injection 5x5ml 57
12 Bupivacaine Hydrochloride 5.0mg 5mg Injection Sensocain Injection 5x10ml 55
13 Bupivacaine Spinal HCL Inj. 0.75% 0.75% Injection Sensocain Spinal Injection 5x2ml 55
17 Glycopyrrolate 0.2mg/ml 0.2mg Injection Pyrolate Injection 10x1ml 55
16 Glycopyrrolate + Neostigmine Methylsulphate (0.5/2.5mg) 0.5mg/2.5mg Injection Neo-Pyrolate Injection 10x1 55
279 Linezolid 300ml Infusion 300ml Injection Nezocin 600mg Infusion (300ml) 46
277 Linezolid 600mg Tablet 600MG Tablet Nezocin Tablet 600mg (12's) 46
871 Tetrachlorodecaoxide Solution 0.052mg/5ml 0.52mg/5ml Injection Oxoferin Solution 50ml 51
14 Cisatracurium 10mg/sml 10mg/5ml Injection Cis-Curon Injection 55
28 Roocuronium Bromide 50mg/5ml Inj. 50mg/5ml Injection Rescuron Inj. 10x5ml 55
15 Dexmedetomidine 200mcg Injection 200mcg Injection Precidex Injection 2x2ml 55




55 Nalbuphine 10mg Inj. 10mg Injection Sonotic 10mg Injection 10x1ml 50
869 Terbinafine Cream 1% w/w Cream 1% Cream Exinofin Cream 10gm 50
880 Povidone lodine 10% 10% Solution Pyodine Solution 450ml 55
881 Povidone lodine 7.5% 7.5% Scrub Pyodine Surgical Scrub 450ml 55
300 Rifaximin 550mg Tablet 550mg Tablet Xifaxa 550mg Tablet (10's) 46

39

Caliph Pharma Risalpur

Manufacturer

The inspection team at the time of inspection observed that

* RMS was congested, temperature was raised to 32.3°C and no cold chain facility existed.

« Integrity test of HEPA-filter in the dispensing booth was not performed, temperature and humidity noted were
34.7°C and 24.5% respectively.

* Magnehelic gauges were out of order in tablet compression area and HVAC was not functional at the time of
inspection in all the quoted sections.

* Seepage was observed in the finish good store walls.

« In In-process quarantine area neither cold chain facility was available nor temperature log sheet displayed.

 In built Temperature and Humidity control panel of real time stability chamber was out of order at the time of
inspection.

* The firm was using in house method for the assay of different products, which was not validated. For example tablet
Riscalm (Risperidone 2mg) assay was performed through UV and that was invalidated whereas the approved method
for the assay is through HPLC.

In view thereof, the firm is Not Recommended.

Not Recommended
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Caraway Pharma Islamabad

Manufacturer

The firm was inspected and following observations were made:

General Medicines Manufacturing Area:

1. Laminar Flow Hood is too small in respect of carryout sampling from large containers.

2. Sampling Room HVAC was not functioning.

3. Lazard and insects were roaming in sampling room.

4. Raw material sampling was not per SOPs.

5. In sampling room thermometer & hygrometer was not found.

6. Quarantine area temperature was high and was not per requirement.

7. Raw material Store HVAC was not functioning properly.

8. Backup was not sufficient to provide power to all sections/especially for HVAC as there wasn’t electricity at the
time of inspection.

9. Tablet sections HVAC was not functioning.

10. Tablet blistering section walls have cracks.

11. Tablet Dry Granulation section floor was dirty.

12. Floor of tablet compression section was cracked.

13. In tablet section thermometer and hygrometer was not installed.

14. Capsule mixing section floor was broken.

15. Omeprazole filled drums were placed on floor in capsule mixing section, without any temperature or humidity
measuring instrument.

16. In capsule section thermometer and hygrometer were not installed.

17. Tablet and capsule blistering section had broken and dirty floor.

8. Semisolid dosage form mixing section wall and ceiling has fungal growth.

19. In cream filling section tubes cartons were placed on floor.

20. In liquid injectable ampule filling area, a broken wall was covered with aluminum foil and surfaces were cracked.
21. The Liquid injectable area was freshly painted, a pungent paint smell was felt during the manufacturing process.
22. Water for injection filled trays were placed in the corridor of liquid injectable filling area.

23. In liquid injectable decartoning room have no light and plastic crate was placed which was filled with dirty water.
Holes for HVAC supply and return vents in the ceiling were covered with aluminum foil.

24. In washing area of ampules water supply was not labeled.

25. Room floor was broken where autoclave was installed.

26. There was seepage marks on the wall of in process quarantine.

Cephalosporin Manufacturing Area:

1. Capsule and Dry Suspension HVAC was not functional.

2. Dry Powder Injectable autoclave section has seepage and its ceiling was broken.

3. Air conditioner drainage pipe was opened in to Dry Powder injectable corridor and water was dripping into metal
container.

4. Desk of optical checking glass was broken and covered with hard paper.

5. In corridor cartons filled with vials were placed.

6. A worker was walking bare footed in injectable manufacturing facility.

7. cGMP was not followed.

Quality Control Lab:

1. Lab had dirty floor and sink.

2. Thermometer and hygrometer was not installed in lab.

3. QC lab chemical cabinets floor were stained.

4. Good laboratory Practices were not followed.

=

“Not Recommended”

Not Recommended




41 CCL Pharma Lahore Manufacturer Recommended
518 Odensetron 8MG TABLET DANSET 55
519 Odensetron 2MG/ML INJ, 4ml DANSET 55
118 Deferasirox 250MG TABLET DASIROX 52
122 Deferasirox 500MG TABLET DASIROX 52
98 Mycophenalate 500MG TABLET MYCOLATE 57
103 Tacrolimus 0.5MG CAPSULE TAGRAF 57
102 Tacrolimus 1MG CAPSULE TAGRAF 57
575 Vaildagliptin 50MG TABLET GALZA 40
537 Empagliflozin 10MG TABLET JARDY 40
538 Empagliflozin 25MG TABLET JARDY 40
120 Deferasirox 400MG TABLET DASIROX 52

42 Chiesi Pharma Lahore Importer Recommended
674 Proactant Alfal20mg/1.5ml 80mg/ml Curosurf Sterile suspension 52
768 Beclomethasone dipropionate 800mcg/2ml 800mcg/2ml Clenil Aerosol Nebulizing suspension 52
770 Beclomethasone Dipropionate 250mcg Clenil 250 52
782 Ipratropium Bromide 500meg/2ml Atem (0.025% Nebulizer Solution) 52

43 Cotton Craft Lahore Manufacturer Recommended
except for Items quoted at 1177, 1178, 1180 due to non provision of samples for DT: and End User evaluation. While 941 Cord Clamp Bellyknot 44

item No. 957 is disqualified in DTL testing.

943 Cotton (Surgical) Corded, BPC 200gm Roll Absorbant Cotton Wool 65
944 Cotton (Surgical) Corded, BPC 100gm Roll Absorbant Cotton Wool 65
945 Cotton Bandage (Surgical), BP Type-2 6.5cm x 4m Open Wove Bandages 65
946 Cotton Bandage (Surgical), BP Type-2 7.5cm x 4m Open Wove Bandages 65
947 Cotton Bandage (Surgical), BP Type-2 10cm x 4m Open Wove Bandages 65




948 Cotton Bandage (Surgical), BP Type-2 15cm x 4m Open Wove Bandages 65
955 Crepe Bandage BPC 7.5cm x 4.5m Roll Elastocraft 65
956 Crepe Bandage BPC 10cm x 4.5m Roll Elastocraft 65
1067 Gauze Cloth Roll Packing, BPC 100cm x 20m Absorbent Gauze 65
1068 Gauze Cloth Roll Packing, BPC 100cm x 40m Absorbent Gauze 65
1144 Paraff_m Tulle Dressing with Chlorhexdine, Para-Tulle 10cm x 10¢m para-Tulle 65
Dressing
1145 Paraff_m Tulle Dressing with Chlorhexdine, Para-Tulle 15¢m x 20cm para-Tulle 65
Dressing
1152 Plaster of Paris Bandage BPC 15cm x 2.70M Orthoplast 65
1153 Plaster of Paris Bandage BPC 10cm x 2.70M Orthoplast 65
Sterlized Dressing Gauze Pad Radio Opaque (USP/BP/BPC),
1179 Offered: Pro-Med Gauze X-Ray Detectable Abdominal Pack |Blister Pack, 30cm x 30cm, 4 Ply Pro-Med X-Ray Gauze 65
BP-2 (Sterile)
Sterlized Dressing Gauze Pad (USP) .
1180 Pro-Med Gauze Swab/Sponges BPC 8 ply1x10x10 (Sterile) Blister Pack, 10cm x 10cm, 8 Ply (St) Promed 65
1181 Sterlized Dressing Gauze Pad (USP/BP/BPC), Offered: Pro- Blister Pack, 15cm x 15cm, 8 Ply (S1) Pro-Med Gauze 65

Med Gauze Swab/Sponges USP-1V 8 ply 1x10x10 (Sterile)




44

Cure Laboratories Islamabad

Manufacturer

The firm was inspected and following observations were made:

Cephalosporin Manufacturing Area:

1. Dry Suspension mixing and filling sections epoxy paint was peeled off and ceiling had cracks.

2. Capsule mixing section ceiling had crakes while capsule filling section epoxy paint was peeled off.

3. Dry Powder for injection vial washing and filling sections epoxy paint on wall and floor was peeled off.

4. In vial sealing section filled trays of the vials were piled and were placed on floor instead of pallets.

5. Firm walls and floors have seepage.

6. GMP was not followed.

Quality Control Lab:

1. Working standards were not properly stored.

2. Quality Control Lab was deficient of some lab instruments i.e., Fourier-transform infrared spectrometer (FTIR)
and Karl Fisher.

3. The Research and Development section and Quality Control lab floor was dirty, had seepage and epoxy paint was
peeled off.

4. HVAC of Micro lab was not working.

“Not Recommended”

Not Recommended




45

Davis Pharma Islamabad

Manufacturer

Recommended

160 Cetirizine Tab.10mg Davizin 41
161 Cetirizine Dihydrochloride Syp. 5mg/5ml Davizin 41
164 Levocetirizine Dihydrochloride Syp. 2.5mg/5ml Davicet 41
165 Levocetirizine Dihydrochloride Tab.5mg Davicet 41
167 Montelukast sodium Tab.10mg Monte-Day 10 41
168 Motelukast sodium Tab.5mg Monte-Day 5 41
198 Azithromycin Tab.250mg Zithro 41
199 Azithromycin. Tab.500mg Zithro 41
213 Cefixime Cap. 400mg Inficef 41
239 Ciprofloxacin Tab.250mg Ciproday 41
240 Ciprofloxacin Tab.500mg Ciproday 41




273 Levofloxacin Tab.250mg Levoday 41
274 Levofloxacin Tab.500mg Levoday 41
283 Moxifloxacin Hydrochloride Tab. 400mg Moxy-Day 41
378 Iron 3 Hydroxide Polymaltose Tab. 100 Maltovis 41
379 iron 3 Hydroxide Polymaltose Syp. 50mg/5ml Maltovis 41
411 Atenolol Tab. 50mg Ezilife 41
412 Atenolol Tab. 100mg Ezilife 41
456 Losartan Potassium Tab. 50mg Prozar 41
503 Domperidone Tab. 10mg Vomitil 41
504 Domperidone Syp. 5mg/5ml Vomitil 41
845 Fusidic Acid 20mg Cream Pathoderm 41
866 Silver Sulfadiazine Cream 1% Quick A Cream 41




46 Don Valley Lahore Manufacturer The inspection team at the time of inspection observed that;
1) Compromised GMP and Poor documentation practices were observed as the Log book for the temperature and . . . " . . "
humidity control in the RMS quarantine of the Penicillin Dedicated area was not available. m Diphenhydramine+ Aminophylline+ Ammonium Chloride Syp. 8mg+32mg+30 mg /5ml, 120mI Orolin 30
2) All the active raw materials in the Penicillin Dedicated area were dumped in a small congested room one above the
other without any rack and temperature and humidity control thereby compromising the GSP.
3) The raw materials were not labeled properly in the Penicillin area as that could not be assed being dumped
haphazardly.
4) There was no segregated area for rejection/rejected items in the Cephalosporin RMS. . .
5) The API of compacted Cephradine and rejected amoxicillin tablet were stored in the same cold room. 166 Loratadine Tab. 10mg Resotin 36
6) HVAC was not properly functioning in the Dedicated Penicillin Area as there was no control of temperature and
relative humidity in penicillin in-process store and thermometer and hygrometer were installed to check and
maintain the temperature and humidity.
7) No Stability studies of the quoted items were presented to the inspection team except azithromycin.
Recommended for the award of specified marks for physical evaluation/inspection in the technical evaluation 884 Ascorbic Acid Tab. 500mg Citrovit-C 26
proforma for the quoted items except for Penicillin and Cephalosporins.
239 Ciprofolxacin Tab. 250mg DV-Cipro 36
240 Ciprofolxacin Tab. 500mg DV-Cipro 36
744 Sodium Valporoate Syp. 250mg/5ml Leptil 30
47 Eastern Medical Care Lahore Importer Recommended
1026 Disposable Non-Sterile Latex Examination Gloves (Powder Size: Small, Medium, Large ASAP Latex Powder Free Examination )
Free) Gloves
1027 Disposable Non-Sterile Latex Examination Gloves Size: Small, Medium, Large ASAP Latex Powdered Examination )
(Powdered) Gloves
48 Efroze Chemical Industries (Pvt.) Manufacturer Recommended
Limited Karachi 47 Mefenamic Acid 250mg Tab Mefnac Tablet 250mg 47
48 Mefenamic Acid 500mg Tab Mefnac DS Tablet 500mg 47
49 Mefenamic Acid 50mg/5ml Susp. 60ml Mefnac Suspension 43
408 Amlodipine + Valsartan 5/80mg Tab Valcard 5/80mg Tablet 47
409 Amlodipine + Valsartan 5/160mg Tab Valcard 5/160mg Tablet 52




410 Amlodipine + Valsartan 10/160mg Tab Valcard 10/160mg Tablet 47
413 Bisoprolol 2.5mg Tab Corbis Tablet 2.5mg 52
414 Bisoprolol 5mg Tab Corbis Tablet 5mg 52
415 Bisoprolol 10mg Tab Corbis Tablet 10mg 52
475 Rosuvastatin 10mg Tab Savuros 10mg Tablet 52
497 glgzmgzeiﬁrgxme + Magnesium Hydroxide + 120ml Trisil Plus Suspension 48
540 Glibenclamide 5mg Tab Glicon 5mg Tablet 47
559 Metformin HCI 500mg Tab Metphage Tablet 500mg 52
74 Mebendazole 100mg/sml Erizole Suspension 43
72 Mebendazole 100mg Erizole Tablet 100mg 47

49

English Pharma Lahore

Manufacturer

The inspection team at the time of inspection observed that;

1. Compromised GSP was observed in RMS as follows:

a. Unlabeled Raw material for Released or quarantined was placed in the RMS.

b. Thermometer and hygrometer in RMS were not calibrated.

c. RMS dispensing booth was not calibrated.

d. The protective plastic on the RMS dispensing booth were incomplete to control the contamination or spread.

e. The freezer in the RMS for cold was not calibrated.

f. The temperature recorded was 34 0C in the RMS (Room-1) while vitamin K label claim was 2-8 0C.

g. The analytical balance in the RMS was not calibrated.

2. HVAC was not properly working as the temperature and humidity recorded in the temperature/humidity logs was
not matching to the readings of the thermometer/hygrometer installed in multiple sections.

3. There was no thermometer and hygrometer in the optical checking area of the injections.

4. Poor environmental control was observed in the optical checking area as HVAC inlet was open without any
covering on it.

5. Different batches of Injections were lying in the Optical Checking Section with no documentation.

6. Poor QA/AC documentation practices were observed in the BMR, optical checking and environmental control.
7. The temperature was recorded as 33 0C in the FGS.

Not Recommended

Not Recommended




50

Essity (Importer) Karachi

Importer

BSN Germany.

All mandatory embassy attested documents (Agency agreement, cGMP / Quality Assurance certificate, Free Sale
certificate / CoPP, DRAP Registration) as per the SBDs were checked and verified in original at the time of
inspection, for the quoted items of the above-mentioned principal manufacturer EXCEPT that the Adhesive Tape
(Leukofix, Formulary No. 899) are not registered with DRAP, and free sale and DRAP Registration for Hydrogel
Dressing (Cutimed, Formulary No. 1078) were not presented to the inspection team.

Smith and Nephew UK.

All mandatory embassy attested documents (Agency agreement, cGMP / Quality Assurance certificate, Free Sale
certificate / CoPP, DRAP Registration) as per the SBDs were checked and verified in original at the time of
inspection, for the quoted items of the above-mentioned principal manufacturer EXCEPT that the Acticoat (Non
crystalline Silver Dressing, Formulary No. 1131) is not registered with DRAP.

RECOMMENDED except for items quoted at Formulary No. 899,1078, and 1131.

Items offered at 934 and 935 are disqualified due to non provision of samples for End User / Consultants evaluation.

1144 Paraffin Gauze dressing (Tulle) with Chlorhexidine 10cm x 10cm Bactigras 55

1145 Paraffin Gauze dressing (Tulle) with Chlorhexidine 15cm x 20cm Bactigras 53

1062 Fiberglass Splint 10cm x 30cm Dynacast Prelude Splints 48

1062 Fiberglass Splint 12.5¢m x 65cm Dynacast Prelude Splints 48

1062 Fiberglass Splint 12.5¢cm x 76cm Dynacast Prelude Splints 48

1123 Non—Medlcated sterilized adhesive post-operative wound 10cm x 8em Leukomed-Sterile Adhesive Wound 34
dressing Dressings

1124 Non—Medlcated sterilized adhesive post-operative wound 15cm x 8em Leukomed-Sterile Adhesive Wound 34
dressing Dressings

1125 Non—Medlcated sterilized adhesive post-operative wound 20¢m x 10cm Leukqmed—sterlle Adhesive Wound 34
dressing Dressings

1126 Non—Medlcated sterilized adhesive post-operative wound 25¢m x 10cm Leukc_med—stenle Adhesive Wound 34
dressing Dressings

1127 Non—Medlcated sterilized adhesive post-operative wound 30¢m x 10em Leukc_med—stenle Adhesive Wound 34
dressing Dressings

1128 Non-woven Fabric Surgical Adhesive Fix Roll 10cm x 10m Fixomull Stretch-Wide Area Fixation 45

1128 Non-woven Fabric Surgical Adhesive Fix Roll 10cmx 1m Fixomull Stretch-Wide Area Fixation 45

1131 Nanocrystalline silver dressing 10cm x 10cm Acticoat 43

1131 Nanocrystalline silver dressing 10cm x 20cm Acticoat 43




1154 PU Adhesive Incise Drape Film 10cm x 14cm Opsite 45
1155 PU Adhesive Incise Drape Film 28cm x 15¢cm Opsite 44
1156 PU Adhesive Incise Drape Film 28cm x 30cm Opsite 44
1157 PU Adhesive Incise Drape Film 28cm x 45¢cm Opsite 42
1158 PU Adhesive Incise Drape Film 55cm x 45¢cm Opsite 43
1247 Transparent IV Dressing 6cm x 8cm Leukomed IV -Dressing 35
1247 Transparent IV Dressing 7cm x 9cm Leukomed IV -Dressing 35
1247 Transparent IV Dressing 8.5cm x 11.5¢cm Leukomed IV -Dressing 35
907 Bacterial Binding Dressing 7cm x 8.5cm Cutimed Sorbact Hydroactive 44
907 Bacterial Binding Dressing 14cm x 14cm Cutimed Sorbact Hydroactive 44
907 Bacterial Binding Dressing 14cm x 24cm Cutimed Sorbact Hydroactive 44
907 Bacterial Binding Dressing 19cm x 19cm Cutimed Sorbact Hydroactive 44
907 Bacterial Binding Dressing 24cm x 24cm Cutimed Sorbact Hydroactive 44




51

Essity (Manufacturer) Karachi

Manufacturer

Recommended

955 Crepe Bandages BPC 7.5cm x 4.5m 7.5cm x 4.5m Elastocrepe Cotton Crepe Bandages 65
956 Crepe Bandages BPC 10cm x 4.5m 10cm x 4.5m Elastocrepe Cotton Crepe Bandages 67
957 Crepe Bandages BPC 15¢cm x 4.5m 15¢m x 4.5m Elastocrepe Cotton Crepe Bandages 66
1152 POP Bandages 15cm x 2.7m Gypsona Plaster of Paris Bandages 69
1153 POP Bandages 10cm x 2.7m Gypsona Plaster of Paris Bandages 70
Sterile Gauze Dressing Pad (X-ray detectable Radiopaque)
(USP/BP/BPC)
1177 Among the three different monograph specifications only one {10cm x 10cm 16 ply Propax Combine Dressing 65
(the best evaluated bid) shall be selected in the combined
competition
Sterile Gauze Dressing Pad (X-ray detectable Radiopaque)
(USP/BP/BPC)
1178 Among the three different monograph specifications only one  [15cm x 15¢m 8 ply Propax Combine Dressing 65
(the best evaluated bid) shall be selected in the combined
competition
1267 Zinc oxide adhesive Plaster (Cloth Tape) 2.5 cm x 5m 2.5cm x 5m PARAGON- Zinc Oxide Adhesive Plasters 59
1268 Zinc oxide adhesive Plaster (Cloth Tape) 5 cm x 5m 5cm x 5m PARAGON- Zinc Oxide Adhesive Plasters 59
1269 Zinc oxide adhesive Plaster (Cloth Tape) 7.5 cm x 5m 7.5cm x 5m PARAGON- Zinc Oxide Adhesive Plasters 59
1270 Zinc oxide adhesive Plaster (Cloth Tape) 10 cm x5 m 10cm x 5m PARAGON- Zinc Oxide Adhesive Plasters 59
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FDL Hattar

Manufacturer

Recommended

658 Sterile Water For Injection - Ampule 5mi Mini WFI 42
656 Sodium Bicarbonate 8.4% B.P - Ampoule 20ml Mini BC 54
656 Sodium Bicarbonate 8.4% B.P - Ampoule 50ml Mini BC 54
647 Potassium Chloride Ampoule 25ml Mini KCL 52
624 Dextrose 5% 100ml Sterifluid 5% 54
640 0.9% Sodium Chloride 100ml Sterifluid NS 52
272 Levofloxacin 500mg/100ml 100ml Sterilevo 52
4 Metronidazole 500mg/ 100ml 100ml Sterimet 52
241 Ciprofloxacin 200mg/100ml 100ml Stericipro 52
284 Moxifloxacin 400mg/250ml 250ml Sterimox 42
639 Mannitol 20% 500ml Steriflutol 47
625 Dextrose 5% 500ml Sterifluid 5% 57
622 Dextrose 10% 500ml Sterifluid 10% 52




628 Dextrose 5% +0.9% Sodium Chloride 500ml Sterifluid DS 52
641 0.9% Sodium Chloride 500ml Sterifluid NS 52
627 Dextrose 5% + 0.45% Sodium Chloride 500ml Sterifluid DS 1/2 52
651 Compound Sodium Lactate 500ml Sterifluid RL 52
649 Dextrose 5% + Lactated Ringer’s 500ml Sterifluid RLD 52
657 Dextrose 4.3% + 0.18% Sodium Chloride 500ml Sterifluid Paeds 47
7
626 Dextrose 5% 1000ml Sterifluid 5% 52
623 Dextrose 10% 1000ml Sterifluid 10% 57
621 Dextrose 25% 1000ml Sterifluid 25% 56
629 Dextrose 5% +0.9% Sodium Chloride 1000ml Sterifluid DS 53
642 0.9% Sodium Chloride 1000ml Sterifluid NS 58
652 Compound Sodium Lactate 1000ml Sterifluid RL 57
650 Dextrose 5% + Lactated Ringer’s 1000ml Sterifluid RLD 52
7
53 Ferozsona Laboratories Nowshera |Manufacturer Recommended s raconmzole Capsule 100mg ICON Capstle 29
(Pack of 4's)
156 Voriconazole Tablet 200mg Ellll;rcilz Z?tiloe,ts) 52
108 Azithromycin Tablet 250mg (Apiocia;:g‘:)'e‘ 52
199 Azithromycin Tablet 500mg (Aplal::bka;:;:)let 52
273 Levofloxacin Tablet 250mg Levo Tablet 52

(Pack of 10's)




Levo Tablet

274 Levofloxacin Tablet 500mg (Pack of 10's) 52
328 Acyclovir Tablet -200mg ’(:‘;ycliz;r;?:; 52
332 Daclatasvir Tablet 60mg ([;Ztt";i ;sa:;a 52
349 Sofosbovir Tablet 400mg (S:;’;iao-fr;g!:; 52
408 Amlodipine , Valsartan Tablet 5mg, 80mg (C’:g\éi”g:;::)le‘ 52
409 Amlodipine , Valsartan Tablet 5mg,160mg E;‘)a‘;i"s: Iz?)'e‘ 52
410 Amlodipine , Valsartan Tablet 10mg,160mg E;i\éingi il':l:)let 52
e .
423 Carvedilol Tablet 12.5mg E;f:;’:‘éf; ggl;')e‘ 52
424 Carvedilol Tablet 25mg E:Paar;’ljiaf Igzl)a 52
454 Losartan Potassium Hydrochlorothiazide Tablet 50mg ,12.5mg E;:\éirotgll%.:')ablet 52
455 Losartan Potassium Tablet 25mg E::;i’;zbo"e;) 53
456 Losartan Potassium Tablet 50mg E;:\éir;alb(;i) 53
537 Empagliflozin Tablet 10mg ﬁ:g;g;n&zl;lets 52
538 Empaglifiozin Tablet 25mg ;rggiii"lzzt)"e‘s 52
.
o e s .
677 Tamsulosin-HCL Capsule 0.4mg Flosure Capsule i

(Pack of 20's)




54 Flowtronix systems Rawalpindi Importer
Firm was inspected and following observations were made:
1. Original of all required documents (Agency Agreement, free sale certificate, quality assurance certificate) were not Not Recommended
presented upon demand. Copies were provided with the plea of submission into DRAP at the time of registration.
**Not Recommended™
55 Fresenius Medical Care Lahore Importer Recommended
1076 Hemodialyzer with tubing Fresenius Dialyzer Adult 59
1077 Hemodialyzer with tubing Fresenius Dialyzer Peadiatric 59
56 Fujifilm Pakistan Karachi Importer Recommended
1258 X-RAY FILM RXN RXN 8X10 (100 sheets) Fujifilm Japan 58
1259 X-RAY FILM RXN RXN 12X15 (100 Sheets) Fujifilm Japan 59
1260 X-RAY FILM RXN RXN 10X12 (100 Sheets) Fujifilm Japan 59
1261 X-RAY FILM RXN RXN 14X17 (100 Sheets) Fujifilm Japan 56
1262 X-RAY FILM CR Valid where Fuji CR installed CR 8X10 DIHL (150 Sheets) Fujifilm Japan 57
1262 X-RAY FILM CR Valid where Fuji CR installed , CR 10X14 DIHL (150 Sheets) Fujifilm Japan 56
1262 X-RAY FILM CR Valid where Fuji CR installed 8X10, CR 10X12 DIHL (150 Sheets) Fujifilm Japan 57
1263 X-RAY FILM CT SCAN CT SCAN 14X17 DIHL (100 Sheets) Fujifilm Japan 57
1265 X-RAY FILMS MRI MRI 14X17 DIHL (100 Sheets) Fujifilm Japan 56
X-RAY/Auto DEVELOP + . .
1266 FIXER SET Auto Developer to make 20L Fujifilm Singapore 45
57 FYNK Pharma Lahore Manufacturer Recommended
34 Aceclofenac Tablet 100mg Osikar 45
39 Diclofenac Sodium Injection 75mg/3ml Voveron 50
46 Ketorolac as Tromethamine Injection 30mg/ml Torek 50
55 Nalbuphine HCI Injection 10mg/ml Nal-Fee 50
67 Tramadol HCI Injection 100mg/2ml T-Mod 50




144 Fluconazole Capsule 150mg Candia 45
154 Terbinafine as HCI Tablet 250mg Terbitec 45
160 Cetirizine 2HCI Tablet 10mg Egix 45
164 Levocetirizine 2HCI Syp. 2.5mg/5ml (60ml) Leve-Cit 50
165 Levocetirizine 2Hcl Tablet 2.5mg Leve-Cit 50
166 Loratadine Tablet. 10mg Quritin 50
167 Montelukast Tablet. 10mg Astel 50
198 Azithromycin dehydrate Capsule 250mg Acim 50
199 Azithromycin Tablet. 500mg Azure 50
201 Azithromycin as Dihydrate ig;‘:ﬁgfém Azure 50
213 Cefixime (as Trihydrate) Capsule 400mg Dispel 45
216 Cefixime fg;;::gsion Dispel 45
215 Cefixime iggp,:gsgm Dispel DS 45
216 Cefoperazone(as sodium) + Sullbactam (as sodium) Inj. 500mg + 500mg (1gm) Suzone 50
217 Cefoperazone(as sodium) + Sullbactam (as sodium) Inj. 1000mg + 1000mg (2gm) Suzone 50
219 Cefotaxime (as Sodium) 500mg Inj. 500mg Otaxam 50
220 Cefotaxime (as Sodium) Inj. 1gm Otaxam 50
226 Ceftriaxone (as Sodium) Inj. 500mg Ranicef 50
227 Ceftriaxone (as Sodium) Inj. 1gm Ranicef 50
228 Ceftriaxone (as Sodium) Inj. 2gm Ranicef 50
253 Colistimethate Sodium Inj. IMIU eq. to 80mg Cricolist 50
273 Levofloxacin Tablet. 250mg Lurk 50
274 Levofloxacin Tablet. 500mg Lurk 50




277 Linezolid Tablet. 600mg Linzovent 45
283 Moxifloxacin Tablet. 400mg Mocin 45
203 Vancomycin HCI Inj. 500mg Vancotech (IV) 50
204 Vancomycin HCI Inj. 1gm Vancotech (V) 50
379 ::z:(ég;:}g:;xide Polymaltose Complex eg.to Elemental Syrup. 50mg/5ml Macifar 45
383 Mecobalamin Injection, 500mcg/1ml Becomin 50
411 Atenolol Tablet. 50mg Konduct 50
412 Atenolol Tablet. 100mg Konduct 50
414 Bisoprolol Fumarate Tablet. 5mg Lorposib 45
415 Bisoprolol Fumarate Tablet. 10mg Lorposib 45
430 Dobutamine HCI Injection 250mg/5ml Botamin 45
454 Losartan Potassium + Hydrochlorothiazide Tab. 50mg+12.5mg Correct 50
456 Losartan Potassium Tablet. 50mg Losartan 50
475 Rosuvastatin (as Calcium) Tablet. 10mg Rozavel 50
503 Domperidone Tablet. 10mg Qilium 45
504 Domperidone 1mg/1ml (120ml) Qilium 45
505 Drotaverine HCI Tablet. 40mg Drospa 50
506 Drotaverine HCI Injection 40mg/2ml Drospa 50
514 Metoclopramide HCI Injection 10mg/2ml Metoplaxil 45
516 Omeprazole Sodium Inj. 40mg Fymezole 45
715 Levetiracetam Tablet. 250mg Leepra 50
716 Levetiracetam Tablet. 500mg Leepra 50
721 Olanzapine Tablet. 5mg Olpine 50
722 Olanzapine Tablet. 10mg Olpine 50
739 Quetiapine (as fumarate) Tablet. 100mg Quitapin 45
743 Sertraline as HCI Tablet. 100mg Sertima 45




835 Betamethasone (as Dipropionate)+ Gentamicin (as Sulfate) ~ [Cream 0.05%+ 0.1% Digrit 45
845 Fusidic Acid Cream 2.0%w/w Fyrisum 50
889 Cholecalciferol (Vitamin D3) Injection 5mg/iml Fycalci 50
58 General Pharma Kamoke Manufacturer Recommended
943 Cotton (Surgical) Corded BPC 200 gm Roll Hospitex 62
Except
For items offered at Formulary No. 953, 954, 955 are
944 Cotton (Surgical) Corded BPC 100 gm Roll Hospitex 62
945 Cotton Bandages (Surgical) B.P Type Il 6.5cmx4m Hospitex 62
946 Cotton Bandages (Surgical) B.P Type Il 7.5cmx 4m Hospitex 62
947 Cotton Bandages (Surgical) B.P Type Il 10cmx4m Hospitex 62
948 Cotton Bandages (Surgical) B.P Type Il 15cmx4m Hospitex 62
1067 Gauze Cloth Roll packing 100 cmx 20 m Hospitex 62
1068 Gauze Cloth Roll packing 100 cm x 40 m Hospitex 62
1180 Sterile Gauze dressing Pad BPC 10cmx10cm, 8ply Hospitex 62
1181 Sterile Gauze dressing Pad BPC 15cmx15cm, 8ply Hospitex 62
59 Genetics Pharma Lahore Manufacturer Recommended
34 Aceclofenac Tab 100MG Aceford 100mg 48
146 Fluconazole 150MG Cap 150mg Candizol 150mg 38
159 Betahistine 8BMG Tab 8mg Vergo 8Mg 48
160 Betahistinel6MG Tab 16mg Vergo 16 Mg 48
200 Azithromycin Dihydrate 250MG Cap 250mg Zithrolide 250mg Capsule 48
201 Azithromycin Dihydrate 500MG Tab 500mg Zithrolide 500mg Tablet 48
275 Levofloxacin 250MG Tab 250mg Termigen 250mg 53
276 Levofloxacin 500MG Tab 500mg Termigen 500mg 53
285 Moxifloxacin 400MG Tab 400mg Navilox 400mg 48
392 Rivaroxaban 10MG Tab 10mg Roxaban 10mg 48
393 Rivaroxaban 15MG Tab 15mg Roxaban 15mg 53
394 Rivaroxaban 20MG Tab 20mg Roxaban 20mg 53
410 Valsartan+Amlodipine 5/80MG Tab 5/80mg Emhart 5/80mg tab 53
411 Valsartan+Amlodipine 5/160MG Tab 5/160mg Emhart 5/160mg tab 48




412 Valsartan+Amlodipine 10/160MG Tab 10/160mg Emhart 10/160mg tab 48
477 Rosuvastatin 10MG Tab 10mg Rosugen 10Mg 38
523 Pantoprazole Sodium Sesquihydrate 20MG Tab 20mg Genopra DR 20mg tab 48
573 Sitagliptin/Metformin 50/500MG Tab 50/500mg Glycon M 50/500mg 48
574 Sitagliptin/Metformin 50/1000MG Tab 50/1000mg Glycon M 50/1000mg 48
668 Febuxostat 40MG Tab 40mg Deuric 40mg 48
669 Febuxostat 80MG Tab 80mg Deuric 80mg 48
680 Tamsulosin HCI 0.4MG Cap 0.4mg Contiflo 48
685 Avripiprazole 15MG Tab 15mg Profy 15mg 53
699 Desvenlafaxine 50MG Tab 50mg Venadex ER 50mg 48
700 Desvenlafaxine 100MG Tab 100MG Venadex ER 100mg 48
702 Duloxetine Hydrochloride 30MG Cap 30mg Dobalta 30mg 48
703 Duloxetine Hydrochloride 60MG Cap 60mg Dobalta 60mg 48
708 Escitalopram 10MG Tab 10mg Prolexa 10Mg 48
709 Fluoxetine HCI 20MG Cap 20mg Geoxit 20mg 48
716 Lamotrigine 50MG Tab 50mg Lamitor 50Mg 48
735 Pregabalin 50MG Cap 50mg Lingab 50mg 48
736 Pregabalin 75MG Cap 75mg Lingab 75mg 48
737 Pregabalin 150MG Cap 150mg Lingab 150mg 48
742 Quetiapine 100mg Tab 100MG Prequal 100MG 48
743 Risperidone 2MG Tab 2mg Vepridone 2Mg 49
744 Risperidone 4MG Tab 4mg Vepridone 4Mg 49
746 Sertraline HCl 100MG Tab 100MG Cetralex 100mg 48
748 Topiramate 50MG Tab 50mg Topagen 50Mg 48
60 Genix Pharma Karachi Manufacturer Recommended 320 Acyclovir Inj. 250 MG Aclovir 51
330 Acyclovir Inj. 500 MG Aclovir 51
269 Imipenem / Cilastatin Inj. 500MG Cilenem 51
889 Cholecalciferol (Vitamin D3) Inj. 5SMG D4uU 51
537 Empagliflozin Tablet 10MG Emglif 51
538 Empagliflozin Tablet 25MG Emglif 51
311 Artesunate Inj. 120MG Gen-M 53
312 Artesunate Inj. 60 MG Gen-M 53




201 Azithromycin Suspension 200 MG/5 ML Genthro 47
198 Azithromycin Tablet 250 MG Genthro 51
199 Azithromycin Tablet 500 MG Genthro 51
571 Sitagliptin + Metformin Tablet 50 MG/1000 MG Gvia-M 51
570 Sitagliptin + Metformin Tablet 50 MG/500 MG Gvia-M 51
393 Tranexamic Acid Capsule 500 MG Haemic 51
395 Tranexamic Acid Inj. 500 MG/ 5ML Haemic 51
246 Clarithromycin 60ml Dry Suspension 125 MG / 5 ML Larith 47
243 Clarithromycin Tablet 250 MG Larith 51
244 Clarithromycin Tablet 500 MG Larith 51
281 Meropenem Inj. 1G Olver 51
280 Meropenem Inj. 500 MG Olver 51
382 Iron Sucrose Inj. 100MG/5 ML RBC 51
716 Levetiracetam Tab. 500 MG Recetam 56
717 Levetiracetam Inj. 5 ML/500 MG Recetam 56
304 Vancomycin Inj.1G Vancom 56
303 Vancomycin Inj. 500 MG Vancom 56
575 Vildagliptin Tab. 50 MG Velon 51
351 Velpatasvir / Sofosbuvir Tablet 100 MG/400 MG Velso 37
55 Nalbuphine HCL Inj. 10 MG Zerfin 51
277 Linezolid Tablet 600 MG Zyspan 51
279 Linezolid Infusion 600 MG/300 ML Zyspan 51
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Genome Pharma Hattar

Manufacturer

The inspection team at the time of inspection observed that

+ Calibration of the magnehelic gauges were not done.

« Finished good storage area was congested and cartons were in direct contact with the walls.

* Temperature noted in the FGS was 31.2oC where as it was needed to be less than 25 C.

* Good laboratory practices were not observed at the time of inspection as the firm was using in house method for the
assay of quoted item i.e., Tab. Arefed (Deferasirox) which was not validated.

* The firm fail to present in original cGMP to the inspection team.

In view thereof, the firm is Not Recommended.

Not Recommended
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Geofmann Pharmaceuticals Karachi

Manufacturer

The inspection team at the time of inspection observed the following,

1. There was no quarantine area in the Cephalosporins Section. Pass, undertest / qurantine material were placed in
the same room.

2. There was no temperature monitoring log, thermometer, hygrometer, in Cephalosporin Raw material store.

RECOMMENDED FOR QUOTED ITEMS EXCEPT CEPHALOSPORIN SECTIONS.

176 Amoxycillin 250mg Caps. Geomoxin 41
177 Amoxycillin 500mg Caps. Geomoxin 41
198 Azithromycin 250mg Caps. Geozit 31
239 Ciprofloxacin 250mg Tab. Megaflox 41
240 Ciprofloxacin 500mg Tab. Megaflox 41
268 Gentamycin Sulphate 80mg/2ml. Inj. Genom 47
273 Levofloxacin 250mg Tab. Kingfloxacine 31
383 Mecobalmin 500mcg/ml.Inj. Geocobalmin 45
411 Atenolol 50mg Tab. Hypernol 41
412 Atenolol 100mg Tab. Hypernol 41
496 Xylometazoline Hydrochloride 15.75mg 0.10% Nasal Solution Xylonas 41
534 Dexamethasone 4mg/1ml. Inj. Dexamedron 47
540 Glibinclamide 5mg Tab. Glabinol 41
559 Metformin 500mg.Tab. Diabimin 41




565 Oxytocin 5.1.U Inj. Tocinox 50
567 Predinsolone 5mg.Tab. Presolone 41
733 Pregabalin 75mg Cap. Geogabalin 41
782 Ipratropium Bromide 250mcg./ml Nebulization Solution Ipratec 41
839 Clotrimazole Cream 1% Cream Dermotrim 41
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Glitz Pharma Islamabad

Manufacturer

Firm was inspected and following observations were made:
General Medicines Manufacturing Facility:
1. Raw material store (RMS) sampling booth was small enough to carry out sampling from large containers.

Sampling procedure were not as per SOPs. Cutlery spatula was used for sampling. Sampling rod was placed on floor.
2. Dispensing booth laminar flow hood HEPA filter was not maintained. HEPA's Dispersed Oil Particulate (DOP) test

record was not presented upon demand.

3. RMS HVAC was not functional.

4. Dispensing practices in RMS was not as per SOPs.

5. Packing materials were stacked in the corridor in front of RMS.

6. In labeling section of syrup, finished goods were placed on floor instead of pallets.

7. In syrup filling and labelling section thermometer and hygrometer was not installed.

8. In syrup section HVAC was not functional.

9. Syrup mixing section floor was dirty, broken and mixing drums were rusted.

10. Finished products (semisolid dosage form) were placed in corridor divides cream and syrup section.
11. In semisolid dosage form filling section cartons were placed upside down.

12. In semisolid dosage form section packing material were stored in main corridor.

13. HVAC was not functioning in semisolid dosage form section.

14. Emergency exit door swung/open inside in the direction of exit travel which is against the safety measure.
15. Sections where tablet manufacture by wet granulation, tablets were stored in corridor.
16. In tablet manufacturing wet granulation section HVAC was not functioning.

17. Door of tablet mixing section was dirty.

18. Tablet section fire extinguisher was expired.

19. Sections where tablets were manufactured by direct compression, HVAC was not working properly.
20. In Psychotropic tablet manufacturing section HVAC was not functioning.

21. In capsule and sachet corridor finish products were placed on floor.

22. In capsule mixing section cone mixer was without safety chain.

23. In capsule section HAVC was not working properly.

24. HVAC of sachet filling section was not working properly.

25. In dry suspension filling section HVAC was not working properly.

26. In all sections lighting was very dim.

Cephalosporin Manufacturing Area:

1. Cephalosporin area had poor standards of hygiene.

2. Receiving bay has no pallets, deduster or vacuum cleaner.

3. Thermometer and hygrometers were not installed.

4. HVAC was not functional

5. cGMP was not followed.

Quality Control Lab:

S ©mN

>

1. Record of few tests for raw material and finished product as mentioned in official monograph was not found.

2. Dissolution apparatus for comparative dissolution was not found.
**Not Recommended™

Not Recommended




64 Global Pharma Islamabad Manufacturer Firm was inspected and following observations were made:
General Medi_cines Manufacturing Faf:i!ity: o ) 280 Meropenem Inj. 500 mg/Vial Merem 57
1. Raw material store for general medicines other than carbapenem and penicillin area, HVAC was not working
properly.
2. Raw material store air curtain at the entry point was not working.
3. Change room for manufacturing area had poor hygiene.
4. Receiving bay of manufacturing area had no pallets.
5. Tablet section HVAC was not working properly. 281 Meropenem Inj.1gm /Vial Merem 57
6. In wet granulation section of tablet, powder were scattered on floor.
7. In tablet compression section containers were placed on floor instead of pallets.
8. Capsule section was under maintenance, corridor ceiling was found erosive and wall at entry point was not painted.
9. Corridor floor was broken in capsule section.
10. In liquid injectable stainless steel wall corner guard of the pillar near the Cargo lift were dislocated. X - . X .
11. In liquid injectable transfer area HVAC was not working properly. 287 Piperacillin +Tazobactam Inj.2 gm+0.25gm (2.25gm)/Vial Zoycin 56
12. In liquid injectable packing hall, products were placed on floor instead of pallets.
13. In liquid injectable packing hall HVAC was not working properly.
R ded for Carb and Penicillin only”
288 Piperacillin +Tazobactam Inj.4 g/0.5 g (4.5gm)/Vial Zoycin 56
65 Graton Pharma Karachi Importer Recommended
754 Dimeglumine Gadopentetate 10ml (469 mg/mL) Omnivist 44
754 Dimeglumine Gadopentetate 15ml (469 mg/mL) Omnivist 44
754 Dimeglumine Gadopentetate 20ml (469 mg/mL) Omnivist 44
757 lohexol 50ml (350mgl/ml) loxican 38
757 lohexol 100ml (350mgl/ml) loxican 38
66 GSK Karachi Manufacturer Recommended
60 Paracetamol Peed Susp 100ml Calpol 53
68 Albendazole TABLET 2's 200mg ZENTEL 55
69 Albendazole SUSPENSION 4% 10 ML ZENTEL 55
144 Fluconazole CAPSULE 150mg 4's ZOLANIX 53
160 Cetirizine (HCL) TABLETS 10mg ZYRTEC 53
161 Cetirizine (HCL) ORAL SOLUTION 60ML ZYRTEC 53
163 Ammomum Ch!onde , Chlorpheniramine Maleate , Sodium EXPECT. LINCTS 120ML PIRITON 50
Citrate , Glycerine
176 Amoxycillin as Amoxycillin Trihydrate B.P CAP 250mg AMOXIL 59
177 Amoxycillin as Amoxycillin Trihydrate B.P CAP 500mg AMOXIL 59
179 Amoxycillin as Amoxycillin Trihydrate B.P SYRUP 125 MG /90 ML AMOXIL 59
182 Amoxycillin as Amoxycillin Trihydrate B.P SYRUP 250 MG/90 ML AMOXIL 59
183 Amoxycillin,Clavulanic Acid TAB 375mg AUGMENTIN 60
184 Amoxycillin,Clavulanic Acid TAB 625M AUGMENTIN 60
184 Amoxycillin,Clavulanic Acid Tab1GM AUGMENTIN 60
188 Amoxycillin,Clavulanic Acid SUSP 312.5MG 90ML AUGMENTIN 60




186 Amoxycillin,Clavulanic Acid SUSP 156-25Mg 90ml AUGMENTIN 60
194 Ampicillin Trihydrate Cloxacillin Sodium CAP 500mg AMPICLOX 53
197 Ampicillin Trihydrate Cloxacillin Sodium CAP 250mg AMPICLOX 53
214 Cefixime SUSP 100MG/5ML 30ML FIXVAL 52
213 Cefixime SUSP 200MG/5ML 30ML FIXVAL 52
233 Cephradine USP CAPS. 250MG VELOSEF 53
234 Cephradine USP CAPS. 500MG VELOSEF 53
237 Cephradine USP SUSP. 125MG/5ML 90ML VELOSEF 53
238 Cephradine USP SUSP. 250MG/5ML 90ML. VELOSEF 53
239 Ciprofloxacin Hydrochloride 250MG TABLETS CIPVAL 52
240 Ciprofloxacin Hydrochloride 500MG TABLETS CIPVAL 52
254 Trimethoprim, Sulfamethoxazole TABLETS 80+400 SEPTRAN 57
255 Trimethoprim, Sulfamethoxazole TABLETS 160+800 SEPTRAN DS 57
256 Trimethoprim, Sulfamethoxazole SUSPENSION 50 ML SEPTRAN DS 57
257 Trimethoprim, Sulfamethoxazole SUSPENSION 50 ML SEPTRAN 57
421 Captopril USP TAB. 25MG CAPOTEN 59
831 Betamethasone Valerate OINTMENT 20GM BETNOVATE 53
832 Betamethasone Valerate CREAM 20GM BETNOVATE 53
833 Betamethasone Valerate LOTION 60ML BETNOVATE 53
492 Polymyxin B Sulphate, Lignocaine HCI, Propylene Glycol EAR DROPS 5ML LIDOSPORIN 53
787 Salbutamol sulphate SYRUP SF 120ML VENTOLIN 55
788 Salbutamol sulphate RESP. SOLUTION 20ML VENTOLIN 55
820 Polymyxin B Sulphate 10000 units, Bacitracin zinc 500 units EYE OINTMENT 6 GM POLYFAX 54
Petroleum base 1gm.
838 Clobetasole propionate .05% w/w CREAM 20GM DERMOVATE 54
863 Polymyxin B Sulphate 10000 IU,Bacitracin 500 1U, SKIN OINTMENT 20G POLYFAX 54
226 Ceftriaxone INJ 500MG TRAXON 48
227 Ceftriaxone INJ1GM TRAXON 48




67 GSK Consumer Healthcare Karachi [Manufacturer Recommended b |
57 aracetamol 80mg/0.8ml Oral Drops, 1x 30ml PANADOL CHILDREN DROPS 43
PANADOL CHILDREN
59 Paracetamol 160 mg/ 5 ml 120ml Susp, 1X120ML LIQUID 32MG/ML 43
165 Levocetirizine 5mg Tab T-DAY 40
869 Terbinafine 1% CREAM 1% LAMISIL 40
68 GT Pharma Lahore Manufacturer Recommended ) . .
389 Phytomenadione Inj, 2mg K-Lot Vit-K 30
889 Cholecalciferol Inj, 1ml ED-3 15
198 Azithromycine Cap, 250mg G Azithro 15
144 Fluconazole Cap, 150mg GT Zole 15
733 Pregabalin Cap, 75mg G Gab 15
69 Hakimsons Impex Karachi Importer Recommended
606 Rho (D) Immune globulin Injection 300 mcg Rhophylac 41
656 Salt free Albumin 50ml 1V Infusion 20% Human Albumin 20% 50ml 41
657 Salt free Albumin 100ml 1V Infusion 20% Human Albumin 20% 100ml 41
605 Rabies Immunoglobulin (Human) Injection 150 1U/ml Berirab-P 36
613 Tetanus Immunoglobulin (Human) Injection 250 1U Tetagam-P 41
588 Hepatitis B Immunoglobulin (Adult) Injection 2001U Hepatitis B 1g 41
589 Hepatitis B Immunoglobulin (Neonatal) Injection 200 1U Hepatitis B Ig 41
612 Snake Venom Antiserum Injection Snake Venom Anti Serum 35
580 Anti-Rabies Serum Vial 200 1U/ml Equirab 35
583 Anti-thymocyte globulin (ATG) Injection 250mg Thymogam-P 35
601 Purified Chick Embryo Cell Rabies Vaccine (PCECV) Injection Vaxirab N 40




70

Hamaz Pharma Multan

Manufacturer

The inspection team at the time of inspection observed that;

1. The megnahelic gauges for differential pressure of the Cephalosporin area were not functional, which compromised
the mandatory pressure differential in the cephalosporin designated area.
2. The Raw material of cephalosporin was stored without proper labelling and QC release or quarantine labels.

Recommended for awarding the specified marks for physical evaluation/Inspection in the technical evaluation
proforma for the quoted items except cephalosporin.

40 Diclofenac Sodium Tablet 50mg Phonac 39
41 Mefenamic Acid Syrup 50mg/5ml (60ml) Panamaz 43
59 Paracetamol SYP 120MG/5ML Syp 120mg/5ml (60ml) Estadol 43
60 Paracetamol SYP 250MG/5ML Syp 250mg/5ml (60ml) Estadol Plus 43
62 Paracetamol Injection 1gm 1V Inj 1gm Estadol 41
69 Albendazole Suspension 200mg /5ml, 10ml Larex 48
98 Mycophenolate Mofetil 500mg Tablet 500mg Astecept 44
160 Cetirizine Tablet 10mg Tablet 10mg Xero Sed 39
161 CETIRIZINE DIHYDROCHLORIDE 5MG SYRUP 60ml 5mg XERO-SED 43
167 Montelukast 10mg / Tablet Tab10mg Montilak 3H- 39
168 Montelukast 5mg / Tablet Tab 5mg Montilak 3H- 39
178 AMOXYCILLIN 125MG / 5ml (60ml) Syrup 125mg/5ml (60ml) Skymox 43
181 AMOXYCILLIN 250MG /5ml  (60ml) Syrup 250mg/5ml (60ml) Skymox Forte 43
239 Ciprofloxacin Tablet 250 Tablet 250mg Nixin 39
240 Ciprofloxacin Tablet 500 Tablet 500mg Nixin 39
241 Ciprofloxacin Injection 200mg Injection 1V 200mg Nixin 41
272 LEVOFLOXACIN Injection Injection 1V 500mg LUPIN 44
273 LEVOFLOXACIN 250mg TABLET 250mg LUPIN 44
274 LEVOFLOXACIN 500mg TABLET 500mg LUPIN 44
310 ARTEMETHER15mg + LUMIFANTRINE 90mg SYRUP (60ml) 15/90mg ARTEFROST 43
378 IRON 111 POLYMALTOSE 100mg Tablet Tablet 100mg BEN-10 39
379 IRON 111 POLYMALTOSE Syrup 50MG/5ML 60ml BEN-10 43
501 Dimenhydrinate 50mg Inj Drivol Injection 39
507 Famotidine 40myg tablet Tablet 40mg Gaster 39
705 ESCITALOPRAM 10MG /TABLET TABLET 10mg CITALEM 3 H 44
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Hashir Surgical Peshawar

Importer

The inspection team at the time of inspection observed that;

O RIASA Argentina:

+ EU declaration of conformity duly attested from embassy concerned was present at the time of inspection.

* Free sale certificate duly attested from embassy concerned was present at the time of inspection.

O Jiangsue Nanfang Medical Co, Ltd.

* Declaration of conformity on company letter head duly attested from embassy concerned was present at the time of
inspection.

 Free sale certificate duly attested from embassy concerned was present at the time of inspection.

T Revital HealthCare Kenya:

* Valid production quality assurance duly attested from embassy concerned was present at the time of inspection.
+ Valid free sale certificate duly attested from embassy concerned was present at the time of inspection.

0 Jiangxi Fenglin Medical appliances Co., Ltd (infusion chamber, IV set & 24G with Heparin stopper):

* Valid production quality assurance duly attested from embassy concerned was present at the time of inspection.
* Valid free sale certificate duly attested from embassy concerned was present at the time of inspection.

O Jiangxi Fenglin Medical Technology Co., Ltd (urocath & flowcath):

* Valid production quality assurance duly attested from embassy concerned was present at the time of inspection.
* Valid free sale certificate duly attested from embassy concerned was present at the time of inspection.

T USM Vietnam:

* Valid production quality assurance duly attested from embassy concerned was present at the time of inspection.
+ Valid free sale certificate duly attested from embassy concerned was present at the time of inspection.

O N.A.Z Medical supplies SDN. BHD:

* Declaration of conformity on company letter head duly attested from embassy concerned was present at the time of
inspection.

* Free sale certificate duly attested from embassy concerned was present at the time of inspection. However, the scope
does not cover powdered free gloves.

T Trinon Titanium Germany:

* EC quality System certificate duly attested from embassy concerned was present at the time of inspection.
 Free sale certificate duly attested from embassy concerned was present at the time of inspection.

11 Jiangsu Kangjin Medical Instrument Co., Ltd:

* Valid production quality assurance duly attested from embassy concerned was present at the time of inspection.
+ Valid free sale certificate duly attested from embassy concerned was present at the time of inspection.

[1 Shengguang Medical Instrument Co., Ltd:

* Valid production quality assurance duly attested from embassy concerned was present at the time of inspection.
+ Valid free sale certificate duly attested from embassy concerned was present at the time of inspection.

1 Meditop Corporation Malaysia:

* The firm provided free sale certificate of Meditop corporation Malaysia wherein it’s clearly mention that
manufacturer of the quoted item is Top Corporation Japan while Meditop corporation is the authorized
representative.

* Full quality assurance of Top Corporation Japan duly attested from embassy concerned was present.

Hence, the firm is recommended for all the quoted items except items imported from Meditop corporation Malaysia
and non-sterile latex examination gloves powdered free of N.A.Z Medical supplies SDN. BHD.

Items quoted at 896, 897 (Adhesive Tape Paper Medisoft are not recommended due to non provision of samples for
DTL and End User evaluation.

Adhesive Tape (Paper) Registration No.MDIE- " . .

894 0000233 1" (2.5cm) x 4.5m Hipoalergic 51
Adhesive Tape (Paper) Registration No.MDIE- " . .

895 0000233 2" (5cm) x 4.5m Hipoalergic 51
Adhesive Tape (Paper) Registration No.MDIE- " . .

896 0000233 3" (7.5cm) x 4.5m Hipoalergic 51
Adhesive Tape (Paper) Registration No.MDIE- " . .

897 0000233 4" (10cm) x 4.5m Hipoalergic 51
Adhesive Tape (Paper) Registration No.MDIE- "

894 0000344 1" (2.5cm) x 4.5m Medisoft 56
Adhesive Tape (Paper) Registration No.MDIE- " .

895 0000344 2" (5cm) x 4.5m Medisoft 56

898 Adhesive Tape (Plastic) PE Registration No.MDIE- 1" (2.50m) x 10yard Medisoft 56
0000345

899 Adhesive Tape (Plastic) PE Registration No.MDIE- 2" (5cm) x 10yard Medisoft 56
0000345

900 Adhesive Tape (Plastic) PE Registration No.MDIE- 3" (75cm)x  10yard Medisoft 56
0000345

901 Adhesive Tape (Plastic) PE Registration No.MDIE- 4" (10cm) 10yard Medisoft 56
0000345
Disposable Auto Disable Syringe (Blister packing) sterile .

989 Registration No.MDIR-0002121 0.5ML Revital CADY 56

901 Disposable Auto Disable Syringe (Blister packing) sterile ML Revital 56

Registration No.MDIR-0002122




Disposable Auto Disable Syringe (Blister packing) sterile

993 Registration No.MDIR-0002122 SML Revital 56
Disposable Auto Disable Syringe (Blister packing) sterile .
994 Registration No.MDIR-0002122 1oML Revital 58
1/V fluid administration set (sterile, and pyrogen free,
1087 minimum 150cm tube length, Blister Pack) Regular Bio Soft Infusion Set 59
Registration MDIR-0000077
1/V fluid administration set with additional: Y Injection Port
1088 (sterllel minimum 150cm length tubing, latex, ar_]d pyrogen Y-Port Bio Soft Infusion Set 56
free, blister pack) Registration
MDIR-0003075
1/V Cannula (Sterile having wings + injection port in . . .
o N : " With Wings+ Inj: Port+
1001 sterilized blister packing. The Cannula should be radio- G-18, (Blister |FLOWCATH 53
opaque, as well as latex, pyrogen, and PVC free) Pack)
Registration No.MDIR-0000075
1/V Cannula (Sterile having wings + injection port in . . .
. N : " With Wings+ Inj: Port+
1002 sterilized blister packing. The Cannula should be radio- G-20, (Blister |FLOWCATH 53
opaque, as well as latex, pyrogen, and PVC free) Pack)

Registration No.MDIR-0000075




1/V Cannula (Sterile having wings + injection port in

1093 sterilized blister packing. The Cannula should be radio- With WIHQS+G_22I Inj: Port+ (Blister |FLOWCATH 53
opaque, as well as latex, pyrogen, and PVC free) pack)
Registration No.MDIR-0000075
1/V Cannula (Sterile having wings + injection port with
heparin stopper inside sterilized blister packing, The Cannula |With Wings+ Inj: Port+
1094 should be radio-opaque, as well as latex, pyrogen, and PVC G-24, (Blister |FLOWCATH 56
free) Registration No.MDIR- |Pack)
0003077
I/V Cannula (Sterile having wings + injection port in - . n
sterilized blls(ter packing. 'Ighe annulajshould Ze radio- With Wings+ Inj: Port+ .
1089 G-14, (Blister |FAVOCATH 56
opaque, as well as latex, pyrogen, and PVC free) Pack)
Registration No.MDIR-0001276
+
sl packing, Th Comulashould poraio- | WINWIGSe I Pons
1090 . G-16, (Blister |FAVOCATH 56
opaque, as well as latex, pyrogen, and PVC free) Pack)
Registration No.MDIR-0001276
1/V Cannula (Sterile having wings + injection port in . . .
1001 sterilized blister packing. The Cannula should be radio- With WIngS+G—18, Inj: Port+ (Blister |FAVOCATH 60
opaque, as well as latex, pyrogen, and PVC free) Pack)
Registration No.MDIR-0001276
+ - . .
by S i e oo
1092 . G-20, (Blister |FAVOCATH 60
opaque, as well as latex, pyrogen, and PVC free) Pack)

Registration No.MDIR-0001276




1/V Cannula (Sterile having wings + injection port in

- X X . With Wings+ Inj: Port+

1003 sterilized blister packing. The Cannula should be radio- G2, (Blister |FAVOCATH 60

opaque, as well as latex, pyrogen, and PVC free) Pack)
Registration No.MDIR-0001276

1/V Cannula (Sterile having wings + injection port with
heparin stopper inside sterilized blister packing, The Cannula |With Wings+ Inj: Port+

1094 should be radio-opaque, as well as latex, pyrogen, and PVC G-24, (Blister |FAVOCATH 60
free) Registration Pack)
No.MDIR-0002120
Adhesive Tape (Paper) Registration No.MDIE- "

896 0000344 3" (7.5cm) x 4. 5m Medisoft 36
Adhesive Tape (Paper) Registration No.MDIE- "

897 0000344 4" (10cm) x 4.5m Medisoft 36
Disposable Non-sterilized Latex Examination Gloves .

1026 (Powder Free)  Registration No.MDIE-0000089 Small, Medium, Large Nazcare 51
Disposable Non-sterilized Latex Examination Gloves .

1027 (Powdered) ~ Registration No.MDIE-0000090 Small, Medium, Large Nazcare 51
Infusion Chamber (Burette Type) Sterile, Disposable

1097 Registration MDIR-0000078 100ml BIO SOFT 58
Disposable Face Mask, (Medical mask, good breathability,
and clearly identifiable internal and external faces) (As per .

12 WHO or alternative equivalent standards) Adult Shengguang Surgical Mask 53

Registration No.MDIE-0000085

Disposable Particulate Respirator as per WHO or Alternative m:;guany p;;::l;ezd Mask

1113 Equivalent standards. Shengguang 48

Registration No.MDIE-0000249

GB 19083-2010, 1. Bacterial Filteration
Efficacy > 95%




Surgical Blade (Steel carbon, black/ blue/ Stainless Steel)

1193 Registration No.MDIR-0001725 10 TRINON 56
Surgical Blade (Steel carbon, black/ blue/ Stainless Steel)

1194 Registration No.MDIR-0001725 u TRINON 56
Surgical Blade (Steel carbon, black/ blue/ Stainless Steel)

1195 Registration No.MDIR-0001725 % TRINON 56
Surgical Blade (Steel carbon, black/ blue/ Stainless Steel)

1196 Registration No.MDIR-0001725 20 TRINON 56
Surgical Blade (Steel carbon, black/ blue/ Stainless Steel)

1e7 Registration No.MDIR-0001725 2 TRINON 56
Surgical Blade (Steel carbon, black/ blue/ Stainless Steel)

1198 Registration No.MDIR-0001725 22 TRINON 56

1218 Two-Way Foley Catheter 100% Silicon) MDIR.0000073 Size.16FR Uro Cath Foley Catheter 58

1219 Two-Way Foley Catheter 100% Silicon) MDIR.0000073 Size.18FR Uro Cath Foley Catheter 58

1222 Two-Way Foley Catheter (Silicon Coated) MDIR.0000072 Size.6FR Uro Cath Foley Catheter 58

1223 Two-Way Foley Catheter (Silicon Coated) MDIR.0000072 Size.8FR Uro Cath Foley Catheter 58

1224 Two-Way Foley Catheter (Silicon Coated) MDIR.0000072 Size.10FR Uro Cath Foley Catheter 58

1225 Two-Way Foley Catheter (Silicon Coated) MDIR.0000072 Size.12FR Uro Cath Foley Catheter 58

1226 Two-Way Foley Catheter (Silicon Coated) MDIR.0000072 Size.14FR Uro Cath Foley Catheter 58

1227 Two-Way Foley Catheter (Silicon Coated) MDIR.0000072 Size.16FR Uro Cath Foley Catheter 58

1228 Two-Way Foley Catheter (Silicon Coated) MDIR.0000072 Size.18FR Uro Cath Foley Catheter 58

1229 Two-Way Foley Catheter (Silicon Coated) MDIR.0000072 Size.20FR Uro Cath Foley Catheter 58

1250 Urine bag with let Registration No.MDIE- 2000ml, With T-Valve Bio Bag 55

0000025




72 Healthtek Karachi Manufacturer Recommended
205 Cefaclor Monohydrate 50mg/ml Drops, 15ml SLATE 43
207 Cefaclor Monohydrate Susp. 125mg/5ml, 60ml SLATE 43
208 Cefaclor Monohydrate Susp. 250mg/5ml, 60ml SLATE 43
221 Cefpodoxime 100mg Tablets ABACUS 47
222 Cefpodoxime Proxetil Susp. 40mg/5ml 50ml ABACUS 43
73 Hofmann Human Health Lahore Importer Chong Kun Dang Korea
(Cyclosporine 25, 50 and 100mg Capsules)
The embassy attested Free Sale Certificates and Agency Agreement were checked and verified in original at the time
of inspection, for the quoted items of the above-mentioned principal manufacturer. However, the original embassy
attested cGMP was not shown by the bidder to the inspection team claiming that it has been submitted to DRAP.
Not Recommended
Myungmoon, Korea
(Dobutamine and Isosorbide dinitrate injection)
The mandatory embassy attested cGMP, Free Sale Certificate /CoPP) and Agency Agreement as per the SBDs were
checked and verified in original at the time of inspection, for the quoted items of the above-mentioned principal
manufacturer. However, the original Free Sale Certificate shown for the Sorbid Injection was only for the overseas Not Recommended
market and not for the domestic market of the principal manufacturer.
The stock for dobutamine injection was zero and that of the sorbid injection was 8 boxes only.
Not Recommended
Not Recommended for all the quoted items of the above principle manufacturers.
74 Hospital Services & Sales Karachi |Importer Recommended
992 Disposable Auto Disable Syringe (Blister packing) sterile Yu Shou 0.5ml 46
993 Disposable Auto Disable Syringe (Blister packing) sterile Yu Shou 1ml 46
995 Disposable Auto Disable Syringe (Blister packing) sterile Yu Shou 3ml 56
996 Disposable Auto Disable Syringe (Blister packing) sterile Yu Shou 5ml 56
997 Disposable Auto Disable Syringe (Blister packing) sterile Yu Shou 10ml 46




75 Hudson Pharma Karachi Manufacturer Recommended
46 Ketorolac 30mg/mL Torason 30mg/mL inj Torason 43
174 Amikacin Sulfate 250mg Inj Amak 250mg/2mL Inj Amak 43
175 Amikacin Sulfate 500mg Inj Amak 500mg/2mL Inj Amak 43
382 Iron Sucrose 20mg/mL 5mL Inj Ferris 100mg/5mL Inj Ferris 48
782 Ipratropium Bromide 250 mcg/mL Soln Easehale 0.025% 2mL Nebulizing Soln Easehale 43
794 Tiotropium 18mcg Rotacap Respy 18mcg DPI Capsules Respy Rotacap 43
827 Tobramycin + Dexamethasone 0.3% + 0.1% 5mL Eye Drop | Tobcoid 0.3/0.1% 5mL Eye Drop Tobcoid 33
828 Travoprost 40mcg/ml 2.5mL Eye Drop Travson 0.004% 5mL Eye Drop Travson 43
814 Moxifloxacin 0.5% 5mL Eye Drop Moxiopt 0.5% 5mL Eye Drop Moxiopt 43
799 Brinzolamide + Brimonidine 10mg + 2mg /ml 5mL Eye Drop |Cobrinzo 2/0.2% 5mL Eye Drop Cobrinzo 43
889 Cholecalciferol (Vitamin D3) 200,000 U 1mL Inj Vydee 5mg 1mL Inj Vydee 43
76 ICI (Importer) Hattar Importer The inspection team at the time of inspection observed that
[ MS Human Biological Institute:
 Original cGMP duly attested from concerned embassy was present. However, that was expired (Valid up to
31.12.2021).
* Original free sale certificate duly attested from embassy concerned was present. However, that was expired
(15.03.2022). Not Recommended
In view thereof, the firm is Not Recommended.
77 ICI (Manufacturer) Hattar Manufacturer The firm was inspected on dated: 07/06/2022 by the MCC inspection team. During inspection the firm was otherwise

found compliant to criteria as defined in SBD and was technically qualified. However, CGMP at the time inspection
was expired (13.04.2022). The firm submitted that they had inspection carried out by the DRAP on 06/06/2022.
Subsequently the firm was asked to present the inspection report before MCC inspection team. To which they
submitted that the report is yet not handed over to them by the DRAP officials. Later on the firm approached
inspection team and submitted CGMP issued on dated: 07/06/2022, which is after bid opening

In view thereof, the firm is Not Recommended.

Not Recommended




78

Indus Pharma Karachi

Manufacturer

Recommended

67 Tramadol Inj. 50mg/ml, 2ml Symol 34
168 Montelukast Sodium Tab. 5mg Indokast 29
242 Ciprofloxacin inf. 400 mg Ciplet DS 34
379 Iron Polymaltose Complex Syp. 50mg/5ml Indofer 29
383 Mecobalamin inj. 500mcg Incobal 29
393 Tranexamic Acid Cap.500mg Xed 39
395 Tranexamic Acid Inj. 500mg Xed 39
565 Oxytocin Inj. 51U Syntomax 40
511 Lactulose Syp.3.35 gm/ 5ml, 120ml Indolact 39
516 Omeprazole Inj. 40mg Cidpro 1V 29
517 Omeprazole Cap. 40mg Cidpro 29
518 Ondansetron Hydrochloride USP Tab. 8mg Onseron 39
677 Cap. Tamsulosin Hydrochloride Cap. 0.4mg Dynflow 24




79 IBL Healthcare Karachi Importer Shandong Weigao China
All mandatory embassy attested documents (Agency agreement, cGMP / Quality Assurance certificate, Free Sale
certificate / CoPP) as per the SBDs were checked and verified in original at the time of inspection, for the quoted items |;;a- IV fluid administration set sterile and pyrogen free, minimum 150cm tube |, -~ 43
of the above-mentioned principal manufacturer, length, blister pack
Shandong Weigao Group / Kawasumi Thailand
Items Shandong Weigao / Kawasumi Thailand are not registered with DRAP. For Items (Karmi Blood Bags) the
Manufacturing site is Kawasumi Thailand while Agency agreement is done with Kawasumi Japan. Moreover the ) . . .
Quality assurance certificate is issued by Japan but attested by Embassy in Thailand. 1088 IV fluid administration set with additional “Y™ injection port Sterile, minimum 150cm length tubing, latex, | WEGO with 43
and pyrogen free, blister pack Y-Port
Ultramed Egypt
Items of Ultramed Egypt are not registered with DRAP
Meditech Systems UK.
None of the original Mandatory Embassy attested documents for Meditech Systems UK were presented to the 915 Single Blood Bag with CPDA-1 + Transfusion Set 500 ml, 18 G WEGO 40
inspection team at the time of inspection.
ARES Medical Turkey.
None of the original Mandatory Embassy attested documents for ARES Medical Turkey were presented to the
inspection team at the time of inspection.
916 Single Blood Bag with CPDA-1 + Transfusion Set 250 ml, 18 G WEGO 40
Suzhou Zoey Medical Devices China
Quoted items of Suzhou Zoey are not registered with DRAP. The free sale of items of Suzhou Zoey is expired on 17-02-
2022.
RECOMMENDED for quoted items of Shandong Weigao China only. . .
917 Double Blood Bag with CPDA-1 + Transfusion Set 500 ml, 18 G WEGO 40
Item No 1097 is not recommended due to non-provision of sample for DTL and End User evaluation.
919 Tripple Blood Bag with CPDA-1 + Transfusion Set 500 ml, 18 G WEGO 40
80 Innovate Medical Technologies Importer ‘Yasemin Medikal TurkeyFree sale certificate and quality assurance certificate of Yasemin Medikal Turkey are not
Karachi embassy attested, moreover the products are not registered with DRAP. 1079 Hydrofiber Dressing Dressing 10¥10cm Coloplast-Biatain Alginate Ag 10*10cm 44
Zhejiang Kngudi China.Free sale certificate and quality assurance certificate of Yasemin Medikal Turkey are not
embassy attested, moreover the products are not registered with DRAP.Face Shield.The quoted face shield is locally 1080 Hydrofiber Dressi ith Sl Dressing 20%30 Coloplast-Biatain Algi Ag 20%30 m
manufactured and is not an imported item while the firm has applied as an importer. Suzhou Sunnig underpad Co. ydrofiber Dressing with Silver ressing om oloplast-Biatain Alginate Ag om
Ltd ChinaFree sale certificate and quality assurance certificate of Yasemin Medikal Turkey are not embassy attested,
moreover the products are not registered with DRAP.
1081 Hydrofiber Dressing with Silver Dressing 15*15¢cm Coloplast-Biatain Alginate Ag 15*15¢cm 44
Coloplast Denmark.All mandatory embassy attested documents (Agency agreement, cGMP / Quality Assurance
certificate, Free Sale certificate / CoPP, DRAP Registration) as per the SBDs were checked and verified in original at
the time of inspection, for the quoted items of the abo\_/e-mentioned principal manufacturer except that items quoted 1082 Hydrocolloid Dressing Dressing 10x10cm Coloplast-Comfeel Ulcer Dressing m
at Formulary No. 950, 850, 1078 are not registered with DRAP. 10x10cm
RECOMMENDED only for DRAP Registered items of Coloplast Denmark. ~ ;
1082 Hydrocolloid Dressing Dressing 15x15¢cm Coloplast-Comfeel Ulcer Dressing 44
15x15cm
1082 Hydrocolloid Dressing Dressing 20x20cm Coloplast-Comfeel Ulcer Dressing 44
20x20cm
1191 Stomahesive Paste Ostomy Paste Coloplast-Ostomy Paste 44
850 Hydrocolloid Gel Gel 159 Coloplast-Purilon Gel 159 44




81 Intrahealth Karachi Importer
Flexicare Medical Ltd UK.
CE/ Quality assurance certificate of Flexicare UK presented to inspection team in original was not embassy attested. Not Recommended
NOT RECOMMENDED

82 Ipram International Islamabad Manufacturer The inspection team at the time of inspection observed that
« In quarantine area temperature recorded was 32.5c and 10%RH. Further, temperature log sheet was neither
available nor shown to the inspection team. Further the firm failed to provide SOP regarding storage conditions of
quarantine area.
« HVAC was not functional in RMS.
« In built magnehelic gauge of the dispensing booth was not working.
 Activities in In process quality control lab were hap hazard and documents available were not verified. Moreover,
two burettes were filled with unknown/un-labelled titrants & without valid documented reasons. No PH meter,
Polarimeter were available in IPQC.
« In finished goods store, no GSP was observed. Temperature recorded was 32.5€ and HVAC was not functional. It’s
worthwhile that the label claim of the items present at the time of inspection was stored at temperature not exceeding
25C.
« Overall poor cleanliness and poor temperature control were observed in the production area as HVAC functioning
was compromised. The firm was asked about the cleaning and HVAC validation documents. But the firm failed to
provide to the inspection team.
* GLP was not observed e.g. for infusion paracetamol, innovator specs were used in QC lab and its validation was also Not Recommended
not performed.
« In microbiology lab, no positive control test was carried out for the samples to check the sterility.
« The firm provided technical staff list of the quality assurance department wherein Mr. Hasseb Ul Haq was shown as
Quality Assurance in charge. Further in this regard, the said person is also engaged as Pharmacist In charge at Aqgib
Trading Company Akora Khattak District Nowshera (at S.No. 3)
* SOP’s for RO plant was not shown to the inspection team. Moreover, the firm failed to provide the integrity test
being performed for cartridge filter of RO plant.
In view thereof, the firm is Not Recommended.

83 Kaizen Pharma Karachi Manufacturer Recommended

9 Tinidazole Tablet 500mg Tinibact 39
44 Ibuprofen 200MG/5ML SUSPENSION, 90ml Torfen 39
45 Ibuprofen 100MG/5ML SUSPENSION. 120ml Torfen 39
99 Mycophenolate Mofetil Cap. 250mg Revograf 39
100 Mycophenolate Mofetil Tab. 500mg Revograf 39




101 Mycophenolate Tab. 180mg Actorgan 39
102 Mycophenolate Tab. 360mg Actorgan 39
104 Tacrolimus Cap. Img Unigraf 29
105 Tacrolimus Cap.0.5mg Unigraf 29
120 Deferasirox Tab. 250mg Revosirox 39
123 Deferasirox Tab. 500mg Revosirox 39
166 Levocetrizine HCI (2.5mg/5ml) Syrup, 60ml Welcet 34
167 Levocetrizine HCI (5mg) Tablet Welcet 34
200 Azithromycin (250mg) Tablet Servaz 39
200 Azithromycin (250mg) Capsule Servaz 39
201 Azithromycin (500mg) Tablet Servaz 39
203 Azithromycin (200mg/5ml) Suspension, 15ml Servaz 39
277 Lincomycin HCI (500mg) Capsule Mylinco 29
302 Rifaximin 550 mg Tablet Orifax 39
533 Zinc Sulphate Syrup 20 mg/5ml Unizinc 39
781 Doxofylline (400mg) Tablet Profylline 29
782 Doxofylline (100mg/5ml) Syrup, 60ml Profylline 29
892 Cholecalciferol (5mg e.q. to 200,000 IU of Vitamin D) (5mg €. to 200,000 IU of Vitamin D) Invital-D 39

Injection




84 Karim Industries Lahore Manufacturer The inspection team at the time of inspection observed that;
1. Unlabeled active Raw material framycetin was placed in the RMS with excipients in compromised environmental 943 Cotton (Surgical) Corded 200gm 200gm BPC Medi Cot 61
controlled area.
2. No di il hamber/area for di: of active raw material “Framycetin” was present in the RMS.
3. No analytical equipment for the titration analysis of Framycetin was available in the QC.
4. The temperature (35.8 0C) and humidity (37%) in the Medicated Tulle (Framycetin) production area was high and |944 Cotton (Surgical) Corded 100gm 100gm BPC Medi Cot 61
no temperature and humidity logs were maintained for the said area.
5. No de-dusting and quarantine area for the active raw material and excipients was present as all the raw material
was lying mixed in the single area.
6. The sterile gauze sponges manufacturing area was under the direct sunlight and the temperature was 36 0C. 945 Cotton Bandages (Surgical) 6.5cm x 4m BP-11 6.5cm x 4m BP-11 Medi Band 61
7. The temperature in the crepe bandage was recorded as 35.8 0C.
Recommended for award of specified marks for physical evaluation/inspection in the technical evaluation proforma . X
for the quoted items except Crepe bandage, Sterile gauze and Paraffin Gauze dressing (Tulle) with framycetin. 46 Cotton Bandages (Surgical) 7.5cm x 4m BP-11 7.5cm x 4m BP-11 Medi Band 61
Item offered at No. 947 is disqualified in DTL Testing. 948 Cotton Bandages (Surgical) 15cm x 4m BP-11 15cm x 4m BP-I1 Medi Band 61
1067 Gauze Cloth Roll Packing 100cm x 20m 100cm x 20m Absorbent Gauze Roll 61
1068 Gauze Cloth Roll Packing 100cm x 40m 100cm x 40m Absorbent Gauze Roll 61
1152 POP Bandage 15cm x 2.7m 15cm x 2.7m Medi Plast 63
1153 POP Bandage 10cm x 2.7m 10cm x 2.7m Medi Plast 62
85 KM Enterprises Lahore Importer Zijing Kang Li Di Medical articles, China

(Adhesive Tapes -Paper)
The original embassy attested Declaration of conformity/cGMP/CE Certificate and Free Sale Certificate for the
quoted item were not shown to the inspection team at the time of inspection.

Changzhou Medical Appliance, China

(I/V fluid inistration set with additional “Y” injection port, Infusion Chamber (Burette type) Sterile-Disposable,
Two-Way Foley Cathter (Silicon coated) 16 & 18 Fr)

The original embassy attested cGMP/CE Certificate and Agency Agreement for the quoted item were not shown to
the inspection team at the time of inspection.

Euromed Medical Industries, Egypt

(I/V Cannula 18G, 20G, 22G, 24G)

The original embassy attested cGMP/CE Certificate, Free Sale Certificate and Agency Agreement for the quoted item
were not shown to the inspection team at the time of inspection.

Morton Medical, Turkey

(HME Filter, Bain Circuit and Chest Drainage Bottle with tubing)

The original embassy attested cGMP/CE Certificate, Free Sale Certificate and Agency Agreement for the quoted item
were not shown to the inspection team at the time of inspection.

Super Max SDN BHD, Malaysia

Disposable Non-Sterile Latex examination gloves ( Powdered and Powder Free)

Disposable Non-sterile Nitrile Examination Gloves (Powder Free)

The original embassy attested cGMP/CE Certificate and Free Sale Certificate for the quoted item were not shown to
the inspection team at the time of inspection.

Not Recommended for all the quoted items of the above principle manufacturers.

Not Recommended




86 Kohinoor Industries Sahiwal Manufacturer The inspection team at the time of inspection observed that;
. . - ) 945 Cotton Bandage (Surgical)BP Type Il 6.5cmx4m Kohinoor Surgical Bandage BP Type |1 65
1. HVAC was not functional in the Chlorhexidine-tulle manufacturing area.
2. The standard method for production of Chlorhexidine-tulle was not complied.
3. The Sampling booth in the chemicals RMS was not calibrated and DOP test or calibration documents were not
presented to the inspection team despite several reminders. 946 Cotton Bandage (Surgical)BP Type Il 7.5cmx4m Kohinoor Surgical Bandage BP Type |1 65
4. Florescence Test method for Cotton (surgical) Corded BPC according to the reference standard was not complied.
Recommended for award of specified marks for physical evaluation/inspection in the technical evaluation proforma . . .
for the quoted items except Cotton (surgical) Corded BPC and Paraffin Gauze dressing (Tulle) with Chlorhexidine. 947 Cotton Bandage (Surgical)BP Type |1 10cmx4m Kohinoor Surgical Bandage BP Type 11 65
Items offered at 953 and 954 are disqualifiedin DTL testing. 948 Cotton Bandage (Surgical)BP Type Il 15cmx4m Kohinoor Surgical Bandage BP Type II 65
955 Crepe Bandage BPC 7.5cmx4.5m Kohinoor Elastic Bandage 65
956 Crepe Bandage BPC 10cmx4.5m Kohinoor Elastic Bandage 66
957 Crepe Bandage BPC 15cmx4.5m Kohinoor Elastic Bandage 66
1067 Gauze Cloth Roll Packing 100cmx20m Kohinoor Absorbent Cotton Gauze BPC 65
1068 Gauze Cloth Roll Packing 100cmx40m Kohinoor Absorbent Cotton Gauze BPC 65
Sterile Gauze Dressing Pad (X-Ray Detectable Radiopaque)
1179 (USPIBP/BPC) 30x30cm, 4ply Medi Gauze BP 65
1180 Sterile Gauze Dressing Pad (USP/BP/BPC) 10x10cm 8 ply Medi Gauze BP 65
87 Lasani Healthcare Gadoon Amazai |Manufacturer Items offered 1091, 1092, 1093, are disqualified in DTL testing while Item at No. 1094 is of Non-formulary
Swabi specification.
Not Recommended
88 Linta Pharma Islamabad Manufacturer Recommended
157 Betahistine Tab. 8mg Betahist 37
158 Betahistine Tab. 16mg Betahist 37
198 Azithromycin Tab. 250mg Azonic 37
213 Cefixime Cap. 400mg Zix 37
214 Cefixime Susp.100mg Zix 41
215 Cefixime Susp.200mg Zix 41
239 Ciprofloxacin Tab. 250mg Siprion 37




240 Ciprofloxacin Tab. 500mg Siprion 37
283 Moxifloxacin Tab. 400mg Hicox 37
475 Rosuvastatin Tab. 10mg RTS 37
517 Omeprazole Cap. 40mg Ompalin 37
677 Tamsulosin Cap. 0.4 mg Alfatam 37
715 Levetiracetam Tab. 250mg Critam 37
716 Levetiracetam Tab. 500mg Critam 37
721 Olanzapine Tab. 5mg Lintazip 37
722 Olanzapine Tab. 10mg Lintazip 37
732 Pregabalin Cap. 50mg Logigab 37
733 Pregabalin Cap. 75mg Logigab 37
734 Pregabalin Cap. 150mg Blin 37
845 Fusidic acid Cream 2% Fude 37
89 Linz Pharma Karachi Manufacturer Recommended
216 Cefoperazone + Sulbactam inj. 1G/Vial Psulb 41
217 Cefoperazone + Sulbactam inj. 2G/Vial Psulb 41
224 Ceftazidime inj. 500mg/Vial Utazid 42
225 Ceftazidime inj. 1G/Vial Utazid 42
226 Ceftriaxone inj. 500mg/Vial Qzon 41
227 Ceftriaxone inj. 1G/Vial Qzon 41




90

Muhammad Islam & Sons
Malakand

Importer

The inspection team at the time of inspection observed that;

0 Shandong Haidike Medical Products Co; Ltd:

+ Valid full quality assurance duly attested from the embassy concerned was present at the time of inspection.

* Valid free sale certificate duly attested from the embassy concerned was present at the time of inspection. However,
free sale certificate doesn’t cover polypropylene curve cutting needle sutures.

Moreover, physical inventory/stock of the items mentioned at formulary No.s, 1281, 1282, 1285, 1287, 1288, 1289,
1290, 1291, 1295, 1297, 1298, 1299, 1300, 1301, 1302, 1303, 1304, 1305, 1306, 1307, 1312, 1313, 1314, 1315 (both
quoted sizes), 1324, 1325, 1326, 1327, 1331, 1332, 1334, 1335, 1344, 1346, 1347, 1348, 1350, 1351, 1352 were not
present at the time of inspection.

HENCE, the firm is recommended except for the items mentioned at formulary No.s, 1281, 1282, 1285, 1287, 1288,
1289, 1290, 1291, 1295, 1297, 1298, 1299, 1300, 1301, 1302, 1303, 1304, 1305, 1306, 1307, 1312, 1313, 1314, 1315
(both quoted sizes), 1324, 1325, 1326, 1327, 1331, 1332, 1334, 1335, 1344, 1346, 1347, 1348, 1350, 1351, 1352 and
polypropylene curve cutting needle sutures, in view of the above observations.

Items offered at 1284 and 1286 are not recommended due to non provision of samples for DTL and End User
evaluation.

17mm 1/2 circle round body taper point needle

1280 Black Braided Silk longth 75cim 120 410 RTMED Silk 48
1283 Black Braided Silk ﬁge”;r; g’t’:ng:fr'flggg&e';‘;‘c’gj’"s;‘;”§0°”m"g RTMED Silk 48
1308 Polyglactine 910 gtt':géllzeﬁgfr:e7g°cl’£d5?§:izefé‘ape' point RTMED PGLA 38
1317 Polyglycolic Acid i; ’;’d”;rﬁ’ |2eﬁ3t0|1|97g)cur:dsgzd;g taper point RTMED PGA 48
1318 Polyglycolic Acid i; ':d"a'rglzeﬁ'g’fr'le%"cum"‘:s;d‘;/eg taper point RTMED PGA 48
1319 Polyglycolic Acid :él:d”;é’ fégf;ig‘;iﬂ‘;i{éﬁper point RTMED PGA 48
1320 Polyglycolic Acid zé':d"a‘éllzeﬁ'g’;'le%"cl‘m"dsizd;/eg taper point RTMED PGA 48
1321 Polyglycolic Acid :é:rj”;é’ lzeﬁgfr:e;s"c”m"dsz‘;dz'/eg taper point RTMED PGA 43
1322 Polyglycolic Acid fg:d";nlj’ Izeﬁ'g’f;egc“m”dsi‘;dz'fg taper point RTMED PGA 43
1323 Polyglycolic Acid ?[g Tg;é’lzeﬁg;:e;s(’c”m"iﬂ‘;?d taper point RTMED PGA 48
1337 Polypropylene ig;g:z ?ozimm:;sg’;gr point double armed RTMED Prolene 48
1340 Polypropylene ﬁgg”;gzcnf's'ﬂ: L%"d taper point double armed | o 1 1y projene 48
1342 Polypropylene igg’g;;‘ ;cilzeer;)/l:Jnd taper point double armed RTMED Prolene 48
1343 Polypropylene ig:;r; IQ/ZOiir‘rHCIS?Z':;;]g taper point double armed | pry i oy ojene 43
1345 Polypropylene 26mm 3/8circle reverse cutting needle 45cm RTMED Prolene 48

size 2/0
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Macter International Karachi

Manufacturer

Recommended

177 Amoxycillin as Amoxicillin Trihydrate Caps 500mg Maxil 53
179 Amoxycillin as Amoxicillin Trihydrate Dry Susp 125mg/5ml 90ml Maxil 53
182 Amoxycillin as Amoxicillin Trihydrate Dry Susp 250mg /5ml 90ml Maxil 53
184 Co-Amoxiclav Beta lactum antibiotic,Pencillin Tab. 625mg Co - Amoxi 56
185 Co-Amoxiclav Beta lactum antibiotic,Pencillin Tab. 1gm Co - Amoxi 56
186 Co-Amoxiclav Beta lactum antibiotic,Pencillin Dry Susp 156.25mg 90ml Co - Amoxi 56
188 Co-Amoxiclav Beta lactum antibiotic,Pencillin Dry Susp 312.50mg 90ml Co - Amoxi 56
190 Amoxycillin Sodium, Clavulanic Acid Inj. 1.2gm Co - Amoxi 56
213 Cefixime Caps 400mg Maxima 53
214 Cefixime Dry Susp 100mg/5ml 30ml Maxima 53
215 Cefixime Dry Susp 200mg/5ml 30ml Maxima 53
243 Clarithromycin Tabs 250mg Ultima 56
244 Clarithromycin Tabs 500mg Ultima 56
246 Clarithromycin Dry Susp 125mg/5ml 60ml Ultima 56
287 Piperacillin + Tazobactam Inj. 2.25gm Tacip 58
288 Piperacillin + Tazobactam Inj. 4.5gm Tacip 58
361 Epoetin Alfa Inj 2000 IU Epocan 54
362 Epoetin Alfa Inj 4000 IU Epocan 54
363 Epoetin Alfa Inj 10000 1U Epocan 54
769 Beclomethasone + Salbutamol Inh 100/50mcg - HFA Salnon 51
780 Salmeterol + Fluticasone propionate Inh 25/125mcg - HFA Salmicort 51
789 Salbutamol Inh.100mcg - HFA Inspirol 51
883 Alfacalcidol Tabs 0.5mcg Cadla 51




92 Magns Pharma Faisalabad Manufacturer The inspection team at the time of inspection observed that;

1. Poor documentation and compromised Quality Assurance (QA)/ Quality Control (QC) control were observed as

unlabeled Rejected capsule shells were placed in the RMS in open container.

2. The firm failed to provide any documentation for the claimed rejected stocks in the RMS.

3. In overtime duty and active production process the QA department did not sign the batch manufacturing

documents for sampling, fluidized bed dryer (FBD), milling, granulation and mixing of tablet formulation.

4. Coating of tablet was in process but the sample was shown in documents as it has already been taken to Quality

Control (QC) department before completion of tablet coating contrary to the GMP practices.

5. Incineration SOPs and Record for the expired drugs to be disposed of from the sample retention room was not

provided to the inspection team.

6. No record was presented to the inspection team regarding stability studies of the products lying in the stability Not Recommended

chambers and the sample of quoted azithromycin was also not present in the stability chambers.

7. Overall RMS, Quality assurance and GMP practices were compromised.

Not Recommended

93 Maple Pharma Karachi Manufacturer Recommended

34 Aceclofenac 100 mg Tab. 100Mg Tablet Acelo 22
241 Ciprofloxacin 250 mg Tab. 250Mg Tablet Ciprozee 22
242 Ciprofloxacin 500 mg Tab. 500Mg Tablet Ciprozee 22
275 Levofloxacin 250 mg Tab. 250Mg Tablet Levolife 22
276 Levofloxacin 500 mg Tab. 500Mg Tablet Levolife 22
285 Moxifloxacin 400 mg Tab. 400Mg Tablet Mox 22
423 Captopril 25 mg Tab. 25Mg Tablet Capril 32
439 Glyceryl Trinitrate 2.6 mg Tab. 2.6Mg Tablet Glyrate SR 32
440 Glyceryl Trinitrate 6.4 mg Tab. 6.4Mg Tablet Glyrate SR 32
450 Isosorbide Dinitrate 10 mg Tab. 10Mg Tablet Isdin 22
451 Isosorbide-5-Mononitrate 20 mg Tab. 20Mg Tablet Monis 22




452 Isosorbide-5-Mononitrate 40 mg Tab. 40Mg Tablet Monis 22
456 Losartan + Hydrochlorothiazide 50 mg+12.5mg Tab. 50 mg+12.5mg Tablet Losaan-H 22
458 Losartan Potassium 50 mg Tab. 50Mg Tablet Losaan 22
477 Rosuvastatin 10 mg Tab. 10 Mg Tablet Rostatin 27
545 Glimepiride Img Tab. 1Mg Tablet Glyper 22
546 Glimepiride 2mg Tab. 2Mg Tablet Glyper 22
547 Glimepiride 3mg Tab. 3Mg Tablet Glyper 22
548 Glimepiride 4mg Tab. 4Mg Tablet Glyper 22
Hand sanitizer Iso-Propyl Alcohol Based (As per WHO .
8 Recommendations) 0.75 Soln.1000ml 1000ml Zestize by
94 Martin Dow Markers Quetta Manufacturer Recommended
66 Tizanidine Tab. 4 mg Tizorel 26
198 Azithromycin Tab. 250mg Arzomic 36
199 Azithromycin Tab. 500mg Arzomic 36
213 Cefixime Cap. 400mg Tixomer 21
239 Ciprofloxacin Tab. 250mg Mercip 31
240 Ciprofloxacin Tab. 500mg Mercip 31
243 Clarithromycine Tab. 250mg Klaribact 21
244 Clarithromycine Tab. 500mg Klaribact 21
246 Clarithromycine Susp. 125mg, 60ml Klaribact 21
273 Levofloxacin Tab. 250mg Levomerc 26
274 Levofloxacin Tab. 500mg Levomerc 26
408 Amlodipine+ Valsartan Tab. 5+80mg Lodopin-V 36
409 Amlodipine + Valsartan Tab. 5+160mg Lodopin-V 31
410 Amlodipine+ Valsartan Tab.10+160mg Lodopin-V 31




475 Rosuvastatin Tab. 10mg Crescor 36
509 Hyoscine N Butyl Bromide+ Paracetamol Tab. 10 Buscopan Plus 41
559 Metformin HCL Tab. 500mg Glucophage 39
570 Sitagliptin + Metformin Tab. 50+500mg Sitaphage 21
571 Sitagliptin+ Metformin Tab. 50+1000mg Sitaphage 21
705 Escitalopram Tab. 10mg Pexnew 36
732 Pregabalin Cap. 50mg Dologab 36
733 Pregabalin Cap. 75mg Dologab 36
734 Pregabalin Cap. 150mg Dologab 36
Ammonium Chloride + Diphenhydramine Hydrochloride + Syp. 8mg+32mg+3 R
m Aminophylline 0 mg /5ml,120ml Cosome - E Cough 36
95 Martin Dow Ltd Karachi Manufacturer Recommended
449 Isosorbide-5-mononitrate Tab. 20mg Ismo 31
540 Glibenclamide Tab. 5mg Euglocan 41
778 Doxofylline Tab. 400mg Dowfylline 41
779 Doxofylline Syp. 100mg/5ml, 60ml Dowfylline 41
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Medicamp International Rawalpindi

Manufacturer / Importer

Importer of Non Drug Items:

Jiangsu Ostup Medical China
1. DRAP Registration of quoted products was not found?
2. Free sale was not found in original.
3. Quality Assurance certificate was not found in original.
4. Stomahesive Paste stock was zero.

Medpro Medical Netherlands
1. DRAP Registration of quoted sizes was not found.
2. Free sale was not found in original.
3. Quality Assurance certificate was not embassy attested.
4. Guide wire for JJ stent stock was below 20 %.
Dannik USA
1. DRAP Registration of quoted products was not found.
2. Quality Assurance certificate was not found in original.
3. Free sale was not found in original

Kollsut USA
1. DRAP Registration of quoted products was not found.
2. Quality Assurance certificate was not found in original.
3. Polypropylene meshes stock was below 20 %.
Storage Condition:
1. Lighting was not proper in store and racks were bended due to overweight.
2. Ceiling and floor was rough.
3. Stock was placed adjacent to wall
4. Walls of the store was not properly plastered.
“'Not Recommended"*

Manufacturer Facility of Non Drug Items:

1. cGMP was not issued to the firm.

2. Itis situated on the fifth floor of an under construction building consist of single room.
3. In manufacturing area hygiene was not maintained.

4. Overall it was not a proper manufacturing facility.

NOT RECOMMENDED

Not Recommended
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Medilink International Peshawar

Importer

The inspection team at the time of inspection observed that;

[ Medico (Huaian) Co., Ltd

* Valid full quality assurance duly attested from the embassy concerned was present. However, scope of the full
quality assurance doesn’t cover chromic sutures.

* Valid free sale certificate duly attested from the embassy attested was present.

Moreover, the physical inventory/stock of the items mentioned at formulary No. 1271, 1272, 1273, 1275, 1277, 1279,
1281, 1287, 1289, 1290, 1291, 1319, 1320, 1321, 1324, 1351, 1352 were not present.

Hence, the firm is recommended except for the items mentioned at Formulary No. 1271, 1272, 1273, 1275, 1277, 1279,
1281, 1287, 1289, 1290, 1291, 1319, 1320, 1321, 1324, 1351, 1352, and chromic sutures in view of the above mentioned
reasons.

Decision regarding technical qualification of the firm is withheld till verification of the Registration and its annexures of the quoted products
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Medisave Pharma Lahore

Manufacturer

The inspection team at the time of inspection observed that the following:

1. The DML of the firm issued by DRAP is expired.

2. Poor environmental control were observed as the temperature and humidity logs was not available in the
quarantine area of cephalosporin section.

3. Temperature of RMS quarantine area of Cephalosporin was recorded as Quarantine Area= 32 °C

4. In packing material section the printed packing materials of different drugs were placed in mixed in the same
carton mixed and without any lock or key in the Ceph area.

5. No raw material of cephalosporin was present in the RMS.

6. The cephalosporin injectable (vials) washing area was unhygienic.

7. The positive negative controls for microbial testing of the quoted cephalosporins were not available in the
microbiology lab.

Recommended for award of specified marks for physical evaluation/inspection in the technical evaluation proforma
for the quoted items except cephalosporin.

22 Lignocaine HCL Inj 10ml 2% Medica 36
50 Meloxicam Tab 15mg Tab 15mg Flamot 32
51 Meloxicam Tab 15mg Tab 7.5mg Flamot 32
154 Terbinafine Hel Tab 250mg Terbinasav 32
166 Loratadine Tab 10mg Dinsave 37
175 Amikacin Sulfate Inj 500mg Amisave 32
198 Azithromycin Tab 250mg Maczin 32
199 Azithromycin Tab 500mg Maczin 32
201 Azithromycin Susp 200mg/5ml, 15ml Maczin 32
239 Ciprofloxacin Tab 250mg Ciprozan 32
240 Ciprofloxacin Tab 500mg Ciprozan 32
241 Ciprofloxacin Inf 200mg, 100ml Ciprozan 36
243 Clarithromycin Tab 250mg Kalasave 32
244 Clarithromycin Tab 500mg Kalasave 32




246 Clarithromycin Susp 125mg/5ml, 60ml Kalasave 32
272 Levofloxacin Inf 500mg/100ml Medac 36
273 Levofloxacin Tab 250mg Medac 32
274 Levofloxacin Tab 500mg Medac 32
277 Linezolid Tab 600mg Linzrao 32
278 Linezolid Inf 200mg, 100ml Linzrao 36
279 Linezolid Inf 600mg, 300ml Linzrao 36
283 Moxifloxacin Tab 400mg Moxisave 32
284 Moxifloxacin Inf 400mg Moxisave 36
378 Iron Polymaltose Complex Tab 10mg Redish 32
379 Iron (I11) Hydroxide Polymaltose Complex Syp 50mg/5ml, 120ml Redish 32
382 Iron Sucrose Complex Inj 20mg Rapir 32
383 Mecobalmin Inj 500mcg Savemin 32
394 Tranexamic Acid Inj 250mg Trisave 32




395 Tranexamic Acid Inj 500mg Trisave 32
408 Valsartan + Amlodipine Tab 80mg+5mg Valturna-A 22
409 Amlodipine + Valsartan Tab 10mg+160mg Valturna-A Plus 22
503 Domperidone Tab 10mg Domsave 32
504 Domperidone B.P Susp 1mg/1ml Domsave 32
510 Itopride Tab 50mg Itiosave 32
517 Omeprazole Cap 40mg Mepzan 32
520 Pantoprazole Tab 20mg P-Line 32
570 ﬁxg;‘;}'{;gj phosphate monohydrate) + Metformin Tab 50mg+500mg Sitasun-M 22
571 i;‘;gmi;i?: phosphate monohydrate) + Metformin Tab 50mg+1000mg Sitasun-M 2
889 Cholecalciferol (Vitamin D3)I Inj 5mg/1ml D-Save 32
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Mega Pharma Lahore

Manufacturer

The inspection team at the time of inspection observed that;

1. Compromised cGMP was observed in the Cephalosporin Dispensing area as the manometer and pressure
differential were not working.

2. Poor temperature control (34 0C) was observed in the Cephalosporin Packing and FGS.

Recommended for award of the specified marks for physical evaluation/Inspection in the technical evaluation
proforma for the quoted items except Cephalosporin.

40 Diclofenac Sodium (enteric coated) Tab 50mg Megafenac 31
50 Meloxicam Tab 15mg Movera 31
51 Meloxicam Tab 7.5mg Movera 31
64 Paracetamol + Orphenadrine Tab 450mg/35mg Megagesic 31
66 Tizanidine Tab 4mg Zandic 41
92 Leflunomide Tab 20mg Lefona 41
143 Flucanzole Tab/Cap 50mg Ranzo 31
144 Flucanzole Tab/Cap 150mg Ranzo 31
160 Cetirizine Tab 10mg Daisy 31
165 Levocitirizine Tab 5mg Zosper 41
166 Loratadine Tab 10mg Megalor 41
167 Montelukast Tab 10mg Mykast 41
198 Azithromycine Tab 250mg Macromax 26
199 Azithromycine Tab 50mg Macromax 26
201 Azithromycine Dry Susp. 200mg/5ml Macromax 31
239 Ciprofloxacin Tab 250mg Riteflox 31
240 Ciprofloxacin Tab 500mg Riteflox 31
243 Clarithomycin Tab 250mg Megamycin 31
244 Clarithomycin Tab 500mg Megamycin 31
246 Clarithomycin Dry Susp 125mg/5ml Megamycin 26
273 Levofloxacin Tab 250mg Leacin 41
274 Levofloxacin Tab 500mg Leocin 41
277 Linezolid Tab 600mg Megalid 26
283 Moxifloxacin Tab 400mg Moxifar 31
408 Amlodipine + Valsartan Tab 5mg+80mg Megadip-V/ 26
409 Amlodipine + Valsartan Tab 5mg+160mg Mrgadip-V 26
410 Amlodipine + Valsartan Tab 10mg+160mg Megadip-V 26
411 Atenolol Tab 50mg ATL 41
412 Atenolol Tab 100mg ATL 41
456 Losartan Potassium Tab 50mg Megassar 41
461 Metoprolol Tab 100mg Megatop 41
475 Rosuvastatin Tab 10mg Rousmeg 36
503 Domperidone Tab 10mg Protomic 31




505 Drotaverine Tab 40mg Spasmeg 36
507 Famotidine Tab 40mg Curofan 31
517 Omeprazole Cap 40mg Megazole 31
540 Glibenclamide Tab 5mg Glucoban 31
541 Gliclazide Tab 80mg Glide 31
542 Glimepride Tab 1mg Megapride 31
543 Glimepride Tab 2mg Megapride 31
544 Glimepride Tab 3mg Megapride 31
545 Glimepride Tab 4mg Megapride 31
699 Duloxetine Cap 30mg Simbalta 26
700 Duloxetine Cap 60mg Simbalta 26
705 Escitalopram Tab 10mg Esse 31
706 Flouxetine HCI Cap 20mg Deprezac 31
715 Levetiracetam Tab 250mg Tiracit 26
716 Levetiracetam Tab 500mg Tiracit 26
721 Olanzapine Tab 5mg Olanzar 31
722 Olanzapine Tab 10mg Olanzar 31
732 Pregabalin Cap 50mg Pregra 26
733 Pregabalin Cap 75mg Pregra 26
734 Pregabalin Cap 150mg Pregra 26
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Meher Traders Karachi

Importer

Hunan Sanzhong Medical China.

Valid, Embassy attested, CE / Quality assurance Certificate, and free sale certificate of the quoted items of the above
mentioned principal manufacturer were not presented to the inspection team in original. Moreover the agency
agreement was also not provided in original. The adhesive tape offered by the firm is not registered with DRAP.

Ningbo Great Mountain Medical China.

All mandatory embassy attested documents (Agency agreement, cGMP / Quality Assurance certificate, Free Sale
certificate / CoPP, DRAP Registration) as per the SBDs were checked and verified in original at the time of
inspection, for the quoted items of the above-mentioned principal manufacturer except

that the quoted Cord Clamp, Tongue Depressor, Disposable Gown, Alcohol Swab, Disposable Adhesive Post
Operative, oropharyngeal airways, wound dressing, was not covered in the scope of the CE/ Quality assurance
certificate and are also not registered with DRAP.

Medical Shoe Cover, Disposable Face Mask, was not covered in the scope of CE / Quality assurance certificate.

Mandatory documents for Disposable Catheter mount, Adhesive Fix Roll , Non rebreathing mask, venturi oxygen
mask were not present.
CE/Quality assurance certificate for OT Cap was not provided to the inspection team.

Zhejiang Kangweshi Medical China.
Quality assurance certificate of the above mentioned principal manufacturer was not embassy attested.

Hunan Beyond China.
CE / Quality Assurance certificate and Free sale certificate of the quoted items of the above mentioned principal
manufcturer were not provided to the inspection team at the time of inspection.

Nanchang Kaimed Medical China.

All mandatory embassy attested documents (Agency agreement, cGMP / Quality Assurance certificate, Free Sale
certificate / CoPP, DRAP Registration) as per the SBDs were checked and verified in original at the time of
inspection, for the quoted items of the above-mentioned principal manufacturer except that for Tracheostomy tube
DRAP was not present.

Hunan Luzhou China.
None of the mandatory documents i.e. CE / Quality assurance certificate, Free sale certificate and Agency agreement
were presented to the inspection team for the quoted items of the above mentioned principal manufacturer.

Changzhou Yaping Medical China.
CE/Quality assurance certificate, Free sale certificate and agency agreement were provided to the inspection team in
original. All the quoted items of the above mentioned principal manufacturer were not registered with DRAP.

Linyi 2H China.

None of the mandatory documents i.e. CE / Quality assurance certificate, Free sale certificate, DRAP Registration
and Agency agreement were presented to the inspection team for the quoted items of the above mentioned principal
manufacturer.

Anrui Medical China.
None of the mandatory documents i.e. CE / Quality assurance certificate, Free sale certificate and Agency agreement
were presented to the inspection team for the quoted items of the above mentioned principal manufacturer.

Top Gloves Malysia.
None of the mandatory documents i.e. CE / Quality assurance certificate, Free sale certificate and Agency agreement
were presented to the inspection team for the quoted items of the above mentioned principal manufacturer.

China Kingdao Bright Medical China.
CE/ Quality assurance and free sale certificate for the quoted items of the above mentioned principal manufacturer
were not presented to the inspection team.

Zhejiang Jinhua Huatang China.
CE, Quality Asssurance Certificate, DRAP Registration and Free sale certificate was not present for the quoted items
of the above mentioned principal manufacturer.

Suzhou Health Plastic Products China.
DRAP Registration, Embassy attested Free sale and CE / Quality Assurance Certificate were not provided in original
to the inspection team at the time of inspection.

Jiangsu Ripe Medical China.
DRAP Registration is not present for the quoted Skin Stapler.

Not Recommended




Huaian Pingan Medical China
Valid, Embassy attested, CE / Quality assurance Certificate, and free sale certificate of the quoted items of the above
mentioned principal manufacturer were checked and verified by the inspection team in original.

The firm was not complying with Good Storage Practices as observed at the time of inspection. Stock was lying on
floor in the warehouse and there was no temperature and humidity control in the warehouse, moreover no
thermometer and hygrometer was installed in the warehouse. The cleanliness of the warehouse was also compromised.
NOT RECOMMENDED
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MKB Pharma Peshawr

Manufacturer

The inspection team at the time of inspection observed that

« Sampling hood in quarantine area was not found. The firm was actually using a separately located area for
sampling wherein HVAC outlet was not present.

+ No cold chain facility was available in quarantine area. Temperature and humidity control device and log sheet
were also not available.

 In Liquid Raw Material Store, HVAC was not functional. Likewise, hygrometer and temperature log sheet were also
not present.

+ No integrity test of the HEPA filter in dispensing booth was performed. Magnehelic gauges of the dispensing booth
were neither in working condition nor calibrated.

+ Printing machine & Packaging material were placed in Pharmacist office. Coded and Uncoded packaging materials
were placed mixed together.

* Magnehelic gauges of tablet blistering area I1 were out of order and not calibrated.

« Line clearance of tablet blistering area 11 was not present.

« Air in production corridor was not controlled as flies were flying hither and thither and all doors of the production
areas were opened at the time of inspection.

 In sachet production area, empty bottles for dry powder suspension were stored without pellets & on floor.

« Stability studies were not properly maintained.

« Firm was claiming of Ventidox (Doxofylline) assay on HPLC but stability studies were performed on UV.

« Cap. Qualicef (Cephradine) real time stability studies were not present.

+ In Cephalosporin RMS, no hygrometer was present. Log sheet was found void of 15-06-2022 entry. Moreover, no
active material was present except small quantity of cephradine where recommended temperature was 2-8 C and
temperature noted was 20C.

« Cephalosporin’s quarantine was in corridor and neither have cold chain facility nor log sheet and hygrometer.

In view therefore the firm is Not Recommended.

Not Recommended
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MTI Medical Lahore

Manufacturer

Recommended

20 Ketamine HCI Injection 50mg/ml,10ml Antamin 51
28 Rocuronium Inj. 10mg/ml, 5ml Roconium 51
45 Ibuprofen Susp. 100mg/5ml, 120ml Prufie 39
46 Ketorolac Tromethamine Inj. 30mg/ml Kinlac 37
59 Paracetamol Susp. 120 mg/ 5 ml , 60ml. Celcius 27
144 Fluconazole Cap. 150mg Gribok 49
155 Voriconazole Inj. 200mg Noric 51
156 Voriconazole Tab. 200mg Noric 47
161 Cetirizine HCL Syp. 5mg/5ml, 60ml Apozine 37
173 Amikacin Sulphate Inj. 100mg Mikaton 56
175 Amikacin Sulphate Inj. 500mg Mikaton 56
198 Azithromycin (as dihydrate) Cap. 250mg Zecmo 47
199 Azithromycin (as dihydrate) Tab. 500mg Zecmo 47
200 Azithromycin (as dihydrate) Inj. 500mg/vial Zecmo 51
201 Azithromycin( as dihydrate) Susp. 200mg/5ml, 15ml Zecmo 47
211 Cefepime(as hydrochloride with L-Arginine) Inj. 500mg/ vial Ceftirom 36




212 Cefepime(as hydrochloride with L-Arginine) Inj. 1g/vial Ceftirom 36
216 Cefoperazone(as sodium 0.5g)Sulbactum(as sodium 0.5g) Inj.1gm/vial Sulproz 56
217 Cefoperazone(as sodium 1g)Sulbactum(as sodium 1g) Inj. 2gm/vial Sulproz 56
218 Cefotaxime sodium Inj. 250mg/vial Mizec 36
219 Cefotaxime sodium Inj. 500mg/vial Mizec 36
220 Cefotaxime sodium Inj. 1g/vial injection Mizec 36
224 Ceftazidime sodium carbonate equivalent to Ceftazidime Inj. 500mg/vial Bactidim 38
225 Ceftazidime sodium carbonate equivalent to Ceftazidime Inj. 1g/vial Bactidim 39
226 Ceftriaxone sodium Inj. 500mg/vial injection IV/IM Cytozon-1V/IM 48
227 Ceftriaxone sodium Inj. 1gm/vial Cytozon-1V 48
228 Ceftriaxone sodium Inj. 2gm/vial Cytozon-1V 47
229 Cefuroxime sodium eq. to cefuroxime Inj. 1.5gm./vial Rokky 51
232 Cefuroxime sodium eq. to cefuroxime Inj. 750mg/vial Rokky 51
239 Ciprofloxacin HCI Tab.250mg Cyto 43
240 Ciprofloxacin HCI Tab. 500mg Cyto 43
246 Clarithromycin(as granules) Susp. 125mg/5ml, 60ml Grotic 43
253 Colistimethate sodium Inj.1 Million IU lyophilized/vial Colimate 51
273 Levofloxacin hemihydrate Tab.250mg Lofamin 33




274 Levofloxacin hemihydrate Tab.500mg tablet Lofamin 33
283 Moxifloxacin(as HCI) Tab. 400mg Mozex 43
302 Tigecycline Inj.50mg/viaL Tagagy 56
303 Vancomycin(as HCI) Inj. 500mg/vial Vinvin 53
304 Vancomycin(as HCI) Inj. 1g/vial Vinvin 53
329 Acyclovir Inj.250mg/vial . Arpes 54
330 Acyclovir 1nj.500mg/ vial . Arpes 54
379 Iron I11 hydroxide polymaltose complex Syp. 50 mg/5ml, 60ml Temurin 10
382 Iron Sucrose Inj. 20 mg/ml, 5 mi Temurin-S 52
430 Dobutamine HCI Inj. 50mg/ml ,5ml Tobuject 51
431 Dopamine HCI Inj. 40mg/ml,5ml Dopacin HCI 54
469 Norepinephrine Bitartate Inj.4mg/4ml Norephed 4mg injection 56
504 Domperidone Susp.5mg/5ml, 120ml MT Done 32
516 Omeprazole sodium Inj.40mg/Vial Gotec 52
517 Omeprazole Cap.40 mg Gotec 48
519 Ondansteron HCI Inj.8mg/4ml Mondes IV 48
530 Zinc sulphate monohydrate Syp. 20mg/5ml, 60ml Zinky 47
532 Clomiphene citrate Tab. 50mg Clomate 33
677 Tamsulosin HCI Cap.SR 0.4mg Tosson SR 44
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Munawwar Pharma Lahore

Manufacturer

The inspection team at the time of inspection observed that;

1) The original cGMP and DML issued by DRAP were not shown to the inspection team at the time of inspection.

2) The firm informed the inspection team at the time of inspection that the HVAC is not functional and they have
informed the Govt. MCC through email.

3) The packing of injectable was in process but the temperature and humidity was not controlled.

4) The thermometer/hygrometer installed in the production area were not calibrated as the calibration labels were
peeled off from the thermometer/hygrometer.

5) Poor temperature and humidity control were observed as the HVAC System of the firm was out of order at the time
of Inspection. The temperature recorded was 34 0C. Even the temperature was recorded higher in the production
area when the HVAC was functional i.e. 31 °C as per the temperature log book of the firm.

6) Poor documentation practices were observed as the log sheets were missing the humidity range for pharmaceutical
production.

7) The API of the quoted item Ibuprofen was not present in the RMS.

8) Sterility tests/Growth promotion tests of media were not available in the microbiology section thereby
compromising GLP.

9) Compromised GLP were observed in the QC department as the Reagents/dilutions prepared for analysis were
expired.

10) Temperature log sheet for the retained sample room was not available. The temperature was uncontrolled and the
AC window in the wall was opened.

Not Recommended

Not Recommended
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Nabigasim Pharma Karachi

Manufacturer

Recommended

50 Meloxicam 15mg Tablet Melrun 37
51 Meloxicam 7.5mg Tablet Melrun 37
59 Paracetamol (120mg/5ml) Suspension Reliefal 27
60 Paracetamol (250mg) Suspension Reliefal 32
64 Paracetamol + Orphenadrine (650mg + 50mg) Tab. Feveral Forte 32
140 Clotrimazole 500mg Vag. Tablet Gynosporin 29
141 Clotrimazole Vag. Cream 2% Gynosporin 29
141 Clotrimazole 10% 5gm 10% Vag. Cream Gynosporin 29
143 Fluconazole (50 mg) Capsule Fluderm 27
144 Fluconazole (150 mg) Capsule Fluderm 27
148 Itraconazole 100mg Capsule Racona 27
154 Terbinafine (250mg) Tablet Mycoderm 32
160 Citrizine (10 mg) Tablet Neset 42
161 Citrizine Syrup (5mg/ 5ml) Neset 42
163 Chlorpheniramine Maleate Syrup 120ml (2mg / 5ml) Allergex 32
166 Loratadine 10mg Tablet Lumfort 27
167 Montelukast Sodium (10 mg ) Tablet Lungair 47
168 Montelukast Sodium (5mg) Tablet Lungair 47
169 Montelukast Sodium (4 mg ) Sachet Lungair 47
213 Cefixime (400mg) Capsules Cefexol 42




(100mg / 5ml) Suspension

214 Cefixime (With Water) Cefexol 42
215 Cefixime Eigﬁ? \%\I/afer?)l) Suspension Cefexol DS 42
239 Ciprofloxacin (250mg) Tablet Bacip 42
240 Ciprofloxacin (500mg) Tablet Bacip 42
243 Clarithromycin (250 mg) Tablet Clarithro 47
244 Clarithromycin (500 mg) Tablet Clarithro 47
246 Clarithromycin (125mg / 5ml) Susp. Clarithro 47
252 Colistimethate Sodium Lyophilized Inj. (2 Million 1U Nogotex 51
253 Colistimethate Sodium Lyophilized Inj. (1 Million IU Nogotex 51
273 Levofloxacin (250 mg ) Tablet Warior 37
274 Levofloxacin (500 mg ) Tablet Warior 37
277 Linezolid (600mg) Tablet Linox 37
283 Moxifloxacin Hydrochloride (400 mg) Tablet Meflox 42
303 Vancomycin (500mg ) Injection Vanbact IV 51
304 Vancomycin (1gm) Injection Vanbact IV 51
316 Chloroquine (243 mg / 15 ml) Syrup Miniquine 47
330 Acyclovir 500mg Inj. Hypovir 46
339 Gancyclovir 500mg Inj. Gancyvir 46
376 Folic Acid (5 mg) Tablet Folitab 42
378 Iron Polymaltose+ Folic Acid 100mg Tablet IRPO-FA 27




379 Iron Polymaltose Complex + Folic Acid Syrup 50 mg + 0.35mg/5ml IRPO-FA 27
383 Mecobalamin Injections 500 meg / 1 ml Mecobal 37
406 Amlodipine Besylate (5 mg) Tablet Amdipine 42
407 Amlodipine Besylate (10 mg) Tablet Amdipine 42
408 Amlodipine + Valsartan 5mg/80mg Tablet Redupres-AM 27
409 Amlodipine + Valsartan 5mg/160mg Tablet Redupres-AM 27
410 Amlodipine + Valsartan 10mg/160mg Tablet Redupres-AM 27
411 Atenolol (50mg) Tablet Normitab 47
412 Atenolol (100mg) Tablet Normitab 47
416 Bosentan Monohydrate (62.5 mg) Tablet Bozpah 47
422 Carvedilol (6.25 mg) Tablet Carpro 27
423 Carvedilol (12.5 mg) Tablet Carpro 27
424 Carvedilol (25 mg) Tablet Carpro 27
425 Clopidogrel (75 mg) Tablet Deplat 47
454 Losartan Potassium + Hydrochlorothiazide Tablet 50mg + 12.5mg Bepsar 32
455 Losartan Potassium 25 mg) Tablet Bepsar 42
456 Losartan Potassium (50 mg) Tablet Bepsar 42
475 Rosuvastatin (10 mg) Tablet Roviros 42
511 Lactulose +Lactose + Galactose Syrup 3.35gm/5ml +0.30gm +0.55gm Kleenlac 27




516 Omeprazole (40 mg) Injection Loprot 51
517 Omeprazole 40mg Capsule Loprot 47
525 Sodium Biphosphate + Sodium Phosphate Enema Liquid 19.2g + 7.2g Kleen Enema 32
529 Zinc Sulphate 20mg Tablet Zynq 32
530 Zinc Sulphate Syrup 20mg / 5ml Zynq 32
532 Clomiphene Citrate 50mg Tablet Clomitab 27
535 Dinoprostone 3mg Vag. Tablet Glandin E2 29
542 Glimepiride 1 mg Tablet Norlim 42
543 Glimepiride 2 mg Tablet Norlim 42
544 Glimepiride 3 mg Tablet Norlim 42
545 Glimepiride 4 mg Tablet Norlim 42
563 Misoprostol (200mcg) Tablet Tecmiso 47
570 Sitagliptin Phosphate Monohydrate+ Metformin HCI (50mg + 500mg) Tablet Glytec-M 32
571 Sitagliptin Phosphate Monohydrate+ Metformin HCI (50mg + 1000mg) Tablet Glytec-M 32
575 Vildagliptin 50mg Tablet Insutol 27
665 Febuxostat (40mg) Tablet Xostat 32
666 Febuxostat (80mg) Tablet Xostat 32
699 Duloxetine HCL (30 mg) Capsule Zuloxet 27
700 Duloxeting HCL (60 mg) Capsule Zuloxet 32




705 Escitalopram (10 mg) Tablet Es-Pramcit 27
706 Fluoxetine HCI (20mg) Capsule Depricap 27
732 Pregabalin 50mg Capsule Preneu 32
733 Pregabalin 75mg Capsule Preneu 32
734 Pregabalin 150mg Capsule Preneu 32
739 Quetiapine (100mg) Tablet Nubaquel 37
740 Risperidone (2 mg) Tablet Buzon 27
741 Risperidone (4 mg) Tablet Buzon 27
745 Topiramate (50mg) Tablet Neutop 42
766 Acefylline 125mg/5ml Syrup Acefyl 39
777 Aminophylline + Diphenhydramine + Ammonium Cloride + Cough Syrup Rexyl 3
Menthol
801 Chloramphenicol 5)){:;;09(5% /10 mi) Comycetin Eye Drop 47
839 Clotrimazole Skin Cream (20mg / 1 %) Dermosporin 48
840 Clotrimazole Skin Lotion (20mg / 1 %) Dermosporin 48
841 Clotrimazole Skin Lotion (20mg / 1 %) Dermosporin 48
845 Fusidic Acid Cream 2% /15gm Zudic 47
869 Terbinafine (10gm / 1%) Cream Mycoderm 32
883 Alfa Calcidol 0.25mcg Tablet Bio Alfa 37
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Nenza Pharma Peshawar

Manufacturer

The inspection team at the time of inspection observed that

« Mixed shippers of glass bottles were present without labels in quarantine area.

« No testing record was present for release bottles in bottle blowing area.

« In Liquid packaging hall, ceiling fans were installed. Furthermore, neither temperature/humidity control device nor
log sheet were available.

+ HVAC was not functional in all quoted sections at the time of inspection.

* Magnehelic pressure gauges were neither functional nor calibrated.

« In finish goods store, label claim for different products were 15-30C where the recorded temperature was 32.2€ with
33%RH.

+ At the time of inspection, production was not carried out. In tools room, different punches were placed in cartons
instead of SS box and no logbook data of instrument cleaning was available.

+ Both real time & accelerated chamber were not properly functional (i.e., Real time stability chamber was showing
34.7C, 40.3%RH; whereas Accelerate stability chamber showed 40C, 29.9%RH) at the time of inspection.

« In quality control lab, no proper data record was available i.e., (stability studies etc.).

« The firm was using in-house/un-official methods & they were also not validated.

+ Quality control analyst, manager quality assurance and microbiologist were found absent.

In view thereof, the firm is Not Recommended.

Not Recommended
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Next Pharmaceuticals Faisalabad

Manufacturer

Recommended

40 Diclofenac Sodium 50mg TAB Painext 50mg 35
158 Betahistine Dihydrate 16mg Tab Gerohist 16mg 45
167 Montelukast Sodium 10mg TAB Airmont 10mg 50
198 Azithromycin as Dihydrate TAB Azithronext 250mg 50
199 Azithromycin as Dihydrate CAP Azithronext 500mg 50
239 Ciprofloxacin 250mg TAB Alacep 250mg 50
240 Ciprofloxacin 500mg TAB Alacep 500mg 50
379 Elemental Iron (as Iron 111 Hydroxide Polymaltose Complex) [SYP HB-More Syrup 45
390 Rivaroxaban 10mg TAB Verinoxa 10mg 35
391 Rivaroxaban 15mg TAB Verinoxa 15mg 35
392 Rivaroxaban 20mg TAB Verinoxa 20mg 35




406 Amlodipine as Besylaten 5mg TAB Amlonext 5mg 50
407 Amlodipine as Besylate 10mg TAB Amlonext 10mg 50
408 Amlodipine 5mg + Valsartan 80mg TAB Velvet-AM 5/80mg 50
409 Amlodipine 5mg + Valsartan 160mg TAB Velvet-AM 5/160mg 50
410 Amlodipine 10mg + Valsartan 160mg TAB Velvet-AM 10/160mg 50
475 Rosuvastatin 10mg TAB Rosunext 10mg 45
503 Domperidone 10mg TAB Domflash 10mg Plain 50
504 Domperidone SYP Domflash Suspension 50
517 Omeprazole 40mg CAP Omecap 40mg 45
559 Metformin HCL TAB Nextfor 500mg 50
570 Sitagliptin 50mg + Metformin 500mg TAB Sitanext 50/500mg 50
571 Sitagliptin 50mg + Metformin 1000mg TAB Sitanext 50/1000mg 50
677 Tamsulosin HCL 0.4mg TAB Tamlin MR 0.4mg 45
705 Escitalopram 10mg TAB Gleetal 10mg 35
732 Pregabalin 50mg CAP Reslorton 50mg 50
733 Pregabalin 75mg CAP Reslorton 75mg 50
107 Nicholas Pharma Islamabad Manufacturer The firm was inspected and following observations were made:

Cephalosporin Manufacturing Area: .

1. Staff was not as per guidelines. Cephalosporin area has only one pharmacist for 3 sections i.e., capsule, dry 280 Meropenem 500mg Injection (IV) Noopem 42

suspension and dry powder injectable

2. Corridor wall was cracked.

3. Hygrometer and thermometer were out of order.

for quoted carbap only ” 281 Meropenem 1gm Injection (1V) Noopem 42
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Nipro Medical Lahore

Importer

Shunmei Medical Co. Ltd China (Dialysis Catheters)

Free Sale Certificates of the quoted items of the above principle manufacturer were expired on March, 2022.
Moreover, the original Quality Assurance Certificate was not embassy attested.

Not Recommended

Nipro, Indonesia (AV Fistula Cannula)

The original EC Certificate and Free Sale Certificate of the quoted items shown to the inspection team were embassy
attested and valid. However the agency agreement is with the Nipro, Singapore instead of the principle manufacturer.
Not Recommended

Nipro, Japan (Haemodialyzer with tubing set)

The original Free Sale Certificate shown to the inspection team was not embassy attested. Moreover, the provided
agency agreement is with the Nipro, Singapore instead of the principle manufacturer.

Not Recommended

JMI Syringes and Medical Devices, Bangladesh. (Auto disable Syringes 0.5 ml, 3 ml and 5 ml)

All mandatory embassy attested documents (cGMP/Quality Assurance certificate, Free Sale certificate/CoPP, and
Agency agreement) as per the SBDs were checked and verified in original at the time of inspection, for the quoted
items of the above-mentioned principal manufacturer

Recommended only for the quoted items of JMI Syringes & Medical Devices, Bangladesh

Items offered at No. 989, 992 are disqualified in DTL testing.

993

Disposable Auto Disable syringe (Blister Packing)

5ml

JMI Auto Disable Syringe 5ml

53




109 Nisa Impex Islamabad Importer Recommended
995 Disposable Insulin Syringe 1ml Nisa Disposable Insulin Syringe 66
Except for Items at No. 1093 and 1094 which are disqualified in DTL testing.
999 Disposable Syringe 50cc Ordinary (Blister Packing) Sterile Nisa Disposable Syringe 61
. . 60cc Ordinary with Nozzle for feeding (Blister |, . . .
1001 Disposable Syringe Packing) Sterile Nisa Disposable Syringe 66
1087 IV Fluid Administrarion Sets ( Sterile, Minimmum 159cm Iengt‘h tubing , latex and Pyrogen free, ~|Nisa Disposable I/V Fluid Administrarion 59
Blister Packing Set
1/V Cannula ( Sterile having wings + injection port in
1091 sterilized blister packing. The Cannula Should be radio- 18G Nisa IV Cannula 59
opaque, as well as latex, pyrogen and PVC free)
1/V Cannula ( Sterile having wings + injection port in
1092 sterilized blister packing. The Cannula Should be radio- 20G Nisa IV Cannula 59
opaque, as well as latex, pyrogen and PVC free)
110 Nisa SF Pvt Ltd Muridke Importer Recommended
992 Disposable Syringe AUTO DISABLE (Blister Paking) Sterile| 3cc BM Auto Disposable Syring 61
993 Disposable Syringe AUTO DISABLE (Blister Paking) Sterile |5cc BM Auto Disposable Syring 62
996 Disposable Syringe (Blister Paking) Sterile lcc BM Disposable Syring 62
997 Disposable Syringe Ordinary (Blister Paking) Sterile 10cc BM Disposable Syring 62
998 Disposable Syringe Ordinary (Blister Paking) Sterile 20cc BM Disposable Syring 63
1087 1.V. Fluid administration Set sterila 150 cm tubing BM Disposable IV Set 61
1088 1.V. Fluid administration Set with Extra Injection y Port sterila 150 cm tubing BM Disposable IV Sety port 59
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Novamed Pharma Lahore

Manufacturer

Recommended

409 Amlodipine as Besylate (B.P) Tablet 10mg Amilip 33
408 Amlodipine as Besylate Tablet 5mg Amilip 33
262 Doxycycline as Hyclate Capsule 100mg Declocine 38
246 Clarithromycin Tablet 500mg Arithro 33
414 Atenolol Tablet 100mg B-Loc 33
413 Atenolol Tablet 50mg B-Loc 33
241 Ciprofloxacin as Hydrochloride Tablet 250mg Ciprojan 43
242 Ciprofloxacin as Hydrochloride Tablet 500mg Ciprojan 43
162 Cetirizine 2HCI Tablet 10mg Citzin 33
168 Loratidine Tablet 10mg Clarin 33
546 Glimipride Tablet 2mg Diabryl 43
548 Glimipride Tablet 4mg Diabryl 43
39 Diclofenac Sodium Injection 75mg Dianic 43
40 Diclofenac Sodium Tablet 50mg Dianic 43
506 Domperidone Tablet 10mg Dovomit 43
167 Levocetirizine Dihydrochloride Tablet 5mg Evocet 33
380 Iron (111) Polymaltose eq. to elemental Iron Folic Acid Tablet 100mg Fer-P Plus 33
381 Iron (I11) Hydroxide Polymaltose eq. to elemental Iron Syrup 60ml Fer-P 33
510 Famotidine Tablet 40mg No-Acid 33
275 Levofloxacin as hemihydrate Tablet 250mg Oxylevo 43
276 Levofloxacin as hemihydrate Tablet 500mg Oxylevo 43
520 Omeprazole Capsule 40mg 0O-Zole 33
222 Cefotaxime Injection 1g Pure-XIM 33
220 Cefotaxime Injection 250mg Pure-XIM 33
221 Cefotaxime Injection 500mg Pure-XIM 33
708 Escitalopram Tablet 10mg Rolax 43
477 Rosuvastatin Tablet 10mg Rosomed 43
427 Clopidogrel Tablet 75mg Seaclop 43
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Novartis Pharma Karachi

Importer

Recommended

78 Basiliximab Inj. 20mg/ vial Simulect 45
82 Cyclosporine-A Cap. 25 mg Sandimmun Neoral 52
84 Cyclosporine-A Cap. 100 mg Sandimmun Neoral 52
99 Mycophenolate Sodium Tab. 180 mg Myfortic 56
100 Mycophenolate Sodium Tab. 360 mg Myfortic 51
115 Deferasirox Tab. 90mg Oleptiss 46
116 Deferasirox Tab. 100mg Asunra 59
117 Deferasirox Tab. 180mg Oleptiss 56
119 Deferasirox Tab. 360mg Oleptiss 51
120 Deferasirox Tab. 400mg Asunra 54
122 Desferoxamine Inj. 500mg Desferal 54
482 Sacubitril+ Valsartan Tab. 48.60 mg +51.40 mg Uperio 54
515 Octreotide Acetate Inj . 0.1mg/ml Sandostatin 51
607 Secukinumab 1nj.150mg/ Vial Fraizeron 54




Eye Drops 10mg + 2mg

799 Brinzolamide + Brimonidine s, 5l Simbrinza 45
802 Ciprofloxacin HCI Eye Drops 0.3% wiv, 5ml Ciloxan 45
805 Dexamethasone Eye Drops 0.1% wiv Maxidex 46
814 Moxifloxacin HCI Eye Drops 0.5% wiv, 5ml Vigamox 47
822 Ranibizumab Inj. 10 mg/ ml Patizra 48
826 Tobramycin Eye Drops 0.3% wiv, 5ml Tobrex 49
827 Tobramycin+ Dexamethasone ;ﬁzﬁr 5 0.3% +0.1% Tobradex 37
828 Travoprost Eye Drops 40 mcg/ml , 2.5ml Travatan 41
37 Diclofenac Sodium Supp. 25mg Voltral 49
38 Diclofenac Sodium Supp. 100mg Voltral 49
113 Novo Nordisk Karachi Importer Recommended
553 Insulin 70/30 (rDNA) Inj. 1001U/ ml 10 ml Vial Mixtard 30 HM Vial 64
554 Insulin R ((DNA) Inj. 001U/ ml 10 ml Vial Actrapid HM Vial 61
557 Insulin N (rDNA) Inj. 1001U/ ml 10 ml Vial Insulatard HM Vial 61
370 Factor v11 Inj. 1mg Vial NovoSeven 61
114 Otsuka Pakistan Ltd Karachi / Hub [Manufacturer Recommended
4 Metronidazole Infusion 500mg/100ml OTSuUzoL 49
62 Paracetamol Infusion 1000mg/100ml OTsuMOL 49
241 Ciprofloxacine Infusion 200mg /100ml OTSUFLOX 49
614 Amino acid Solution 3% Infusion 2.7% Aminoacid 5% Sorbitol, 500ml |PAN AMIN G 49
614 Amino acid Solution 5% Infusion 5% Aminoacids 10% Sorbitol 500ml | AMINOVEL 49
614 Amino acid Solution 8% Infusion 8% Aminoacids 500ml AMINOLEBAN 49
617 sz'fL'UST hcwhﬁiif_zg?&';"f;éﬁ_massi“m Infusion 500mI PLABOLYTEM 49
618 sz'fL'“;g hcwhﬁiif_zg?&';f;éﬁ_massi“m Infusion 1000mI PLABOLYTE-M 49
640 Normal Saline.9% 100ml Infusion 100ml PLASALINE 54
649 Ringer's Lactate + Dextrose 5% Soln. Infusion 500ml RINGOLACT-D 49




650 Ringer's Lactate + Dextrose 5% Soln. Infusion 1000ml RINGOLACT-D 49
651 Ringer's Lactate Soln Infusion 500ml RINGOLACT 49
652 Ringer's Lactate Soln Infusion 1000ml RINGOLACT 49
115 Paktex Industries Kamoke Manufacturer The inspection team at the time of inspection observed that;
The whole plant/facility was under construction/renovation and there was no production carried out at the time of
inspection.
Not Recommended
Not Recommended
116 Pfizer Pakistan Limited Karachi Importer Recommended
(Importer) 590 Meningococcal Vaccine (WHO Prequalified) Inj Nimenrix 48
560 . . .
Methyl Prednisolone Inj. 500mg/via Solumedrol 50
561 Methyl Prednisolone Inj. 1gm/ vial Solumedrol 50
117 Pfizer Pakistan Limited Karachi Manufacturer Recommended o
(Manufacturer) 47 Mefenemic acid 250mg Tablet Ponstan tab 250mg 50
48 Mefenemic acid 500mg Tablet Ponstan forte Tab 500mg 50
275 Lincomycin HCI 500mg capsule Lincocin 500mg cap 50
276 Lincomycin HCI 600mg Inj Lincocin 600mg inj 2ml 50
198 Azithromycin 250mg Tablet Zeetamax 250mg tab 55
199 Azithromycin 500mg Tablet Zeetamax 500mg tab 55
201 Azithromycin 22.5ml Suspension Zeetamax susp 22.5ml 55
260 Doxycycline 100mg cap Vibramycin 100mg cap 50
297 Rifampicin + INH 150mg Tablet Rin 150mg Tablet 40
295 Rifampicin +lsoniazid+ Pyrazinamide+Ethambutol 150mg+75mg+400mg+275mg Myrin p Forte Tablet 45
567 Prednisolone 5mg Tablet Deltacortril 5mg Tablet 50
118 Pharmasol Lahore Manufacturer Recommended
47 Ketorolac tromethamine Injection 30mg Ketrol 35
56 Nalbuphine Hydrochloride Injection 10mg/ml Nalbusol 45
146 Fluconazole Capsule 150mg Konacane 41
169 Montelukast Tab. 10mg Montisel 31
171 Montelukast Sachet 4mg Montisel 31
255 Colistimethate Sodium Injection 80mg Colistim 45
279 Linezolid Tablet 600mg Xolid 41
280 Linezolid Infusion Xolid 43

200mg/100ml




Infusion

281 Linezolid 600mg/300mi Xolid 43
305 Vancomycin Injection 500mg Vancosol 45
306 Vancomycin Injection 1000mg Vancosol 45
397 Tranexamic Acid Injection 500mg/5ml Inxamic 45
521 Ondansetron Tablets 8mg Deston 45
522 Ondansetron Injection 8mg Deston 45
553 Hydrocortisone Injection 100mg Hicartif 45
554 Hydrocortisone Injection 250mg Hicartif 45
563 Methylprednisolone Injection 500mg Solomed 45
564 Methylprednisolone Injection 1gm Solomed 45
573 Sitagliptin+Metformin Hcl Tablet 50/500mg Sitamin 41
574 Sitagliptin+Metformin Hcl Tablet 50/1000mg Sitamin 41
805 Ciprofloxacin Eye Drops 3mg Ciproxol 31
817 Moxifloxacin Ophthalmic Solution 5mg Moxol 41
830 Tobramycin+ Dexamethasone Ophthalmic Suspension 3mg+1mg Tobracort 41
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Pharmawise Lahore

Manufacturer

The inspection team at the time of inspection observed that,

2 Metronidazole 400 mg Tab Elazyl 41

1. Compromised cGMP was observed in the syrup section as data regarding the Filter for the Deionized water for in

the syrup section was not available. 3 Metronidazole 200 mg/5ml 60 ml Susp Elazyl 41

2. The vessel (drum, stirrer) in the Povidone lodine manufacturing area were not calibrated.

3. No BMR was presented for the semi-manufactured povidine iodine solution which present in the drum in the 35 Aspirin 300 mg Tab Solprin 27

antiseptic section. The filling and packing of the semi-manufactured Povidone lodine was stopped and no line

clearance was present.

4. There was no production in process in the cream, ointment and gel section. : )

5. The stability studies of quoted Povidone 7.5% and 10%, Syp Iron Hydroxide poly maltose complex 50 mg/5ml Sachets Sodium Chloride (3.5 g/L), Glucose §

(60ml), Clotrimazole 1 % cream 10 gm Ointment, Lignocain HCL 15 gm Gel 2%, Silver Suphadiazine 1 % 50 gm 630 ORS WHO Anhydrous (20g/L) Potassium Chloride Paeditol 31

Cream, Hydrogen Peroxide 6% 450 ml Solution were available. (L5g/L) Trisodium Citrate (2.99/L)

Recommended for Syrup Tablets and Sachet (ORS) Sections Only.

Sodium Chloride Sachet (2.6 g/L) Glucose
631 ORS Low Osmolility Anhydrous (13.5 g/L) Potassium Chloride (1.5 |Rehydrate LOSM (ORS) 31
g/L) Trisodium citrate (2.9 g/L)Sachets
379 Iron Hydroxide poly maltose complex Syp 50 mg/5ml, 60ml Uniha 41
198 Azithromycin Cap 250mg Azithrowise 41
120 Platinum Pharma Karachi Manufacturer Recommended

34 Aceclofenac Tab 100mg Tab 100mg, 3x10 ACELISH 43
100 Mycophenolate Mofetil Tab. 500mg Tab. 500mg, 2 x 10 MYGRAF 33
104 Tacrolimus 1mg Cap. 1mg, 3x10 INOGRAF 43
105 Tacrolimus 0.5mg Cap.0.5mg, 3x10 INOGRAF 43
146 FUNGIX Caps. 150mg Caps. 150myg, 1x1 FUNGIX 43
200 AZITHROMYCIN Tabs 250mg Tab 250 mg, 1x 6 PLAZO 43
201 AZITHROMYCIN Tabs 500mg 1x6 PLAZO 43
203 AZITHROMYCIN Susp 200mg/5ml 15ml PLAZO 43
215 CEFIXIME Caps. 400mg 1x5 CEFTAS 43
216 CEFIXIME Dry Susp.100mg/5ml 30ml CEFTAS 43
217 CEFIXIME Dry Susp.200mg/5ml 30ml CEFTAS DS 43
235 CEPHRADINE Caps 250mg 12's VELORA 43
236 CEPHRADINE Caps 500mg 12's VELORA 43
239 CEPHRADINE Susp 125mg 60ml VELORA 43
240 CEPHRADINE Susp 250mg 60ml VELORA 43
245 CLARITHROMYCIN Tabs 250mg 1x10 NOVICLAR 43
248 CLARITHROMYCIN Susp 125mg/5ml 60ml NOVICLAR 43




262 DOXYCYCLINE Caps 100mg 3x10 NORDOX 43
275 LEVOFLOXACIN Tabs 250mg 1x10 FLOXOLEV 43
276 LEVOFLOXACIN Tabs 500mg 1X10 FLOXOLEV 43
286 MOXIFLOXACIN Tab 400mg 1x5 ARBIMOX 43
310 ARTEMETHER + LUMEFANTRINE Tabs 40mg + 240mg [1x8 HI-SERVIN DS 43
311 ARTEMETHER + LUMEFANTRINE Tabs 80mg +480mg |2 x 3 HI-SERVIN BD 43
312 ARTEMETHER + LUMEFANTRINE Susp.15mg/5ml + 60ml HI-SERVIN Dry Suspension 43
90mg/5ml
19 DIFYOROARTEMISININ + PIPERAQUINE B—_— ARTEQUINE %
5
535 CLOMIPHENE CITRATE Tabs 50mg 1x10 FERTICLO 43
538 DINOPROSTONE Tab. 3mg 1X1 PREGLAN E2 43
686 CARBAMAZEPINE Tabs 200mg 2X25 SEIZUNIL 43
687 CARBAMAZEPINE Susp 100mg/5ml 120ml SEIZUNIL 33




698 CO-DERGOCRINE MESYLATE Tabs. 1.5mg 30 CEREGIN 33
704 DIVALPROEX SODIUM Tabs 250mg 10 x10 DAPAKAN 43
705 DIVALPROEX SODIUM Tabs 500mg 10 x10 DAPAKAN 43
716 LAMOTRIGINE Tabs 50mg 3x10 LAMONIL 43
77 CARBIDOPA + LEVODOPA Tabs 25mg + 250mg 10x 10 NEUDOPA 43
725 OLANZAPINE Tabs 5mg 1x10 SCHIZAP 43
726 OLANZAPINE Tabs 10mg 1x10 SCHIZAP 43
742 QUETIAPINE (AS FUMARATE) Tab 100mg 3x10 QUETAP 43
747 SODIUM VALPROATE Syrup 250mg/sml 120ml DAPAKAN 43
748 TOPIRAMATE Tabs. 50mg 2x10 TOPIRAMA 43
™ DIPROPIONATE Ifale 100mcy/s0mcy. 200 dose saLsECLO 43
786 KETOTIFEN Tab 1mg 3x10 PROASMA 43
787 KETOTIFEN Syrup 1mg/5mi 120ml PROASMA 43
792 SALBUTAMOL Inhaler 100 meg iggeMe’e'ed SALBEST 43
794 TERBUTALINE SULFATE Tabs 2.5mg 10x10 BRETHIN 43
842 FUSIDIC ACID Cream 15gm INFACID 43
886 ALFACALCIDOL Tablet 0.5mcg 1x10 ALFA-D 43




121

Popular International Karachi

Importer

Recommended

1356

Nylon

MONOSOF™ | NYLON | 10-0 | 6.3MM |
30CM | 3/8 CIRCLE | PREMIUM SPATULA |
DOUBLE NEEDLED | BLACK | 12 FOILS

MONOSOF™

61

1357

Nylon

MONOSOF™ | NYLON | 1 |48MM | 150CM
| 1/2 CIRCLE | TAPER POINT | BLACK | 24
FOILS

MONOSOF™

61

1387

Nylon

MONOSOF™ | NYLON | 10-0 | 6.3MM |
30CM | 3/8 CIRCLE | PREMIUM SPATULA |
DOUBLE NEEDLED | BLACK | 12 FOILS

MONOSOF™

61

1388

STAINLESS STEEL WIRE

STEEL | STAINLESS STEEL |5 |48MM |
4X45CM | 1/2 CIRCLE | TAPER CUTTING |
ROTOGRIP | UNDYED | 12 FOILS

Steel

61

1389

STAINLESS STEEL WIRE

STEEL | STAINLESS STEEL |4 | 48MM |
2X45CM | 1/2 CIRCLE | REVERSE
CUTTING | ROTOGRIP | UNDYED | 12
FOILS

Steel

61

1389

STAINLESS STEEL WIRE

STEEL | STAINLESS STEEL |3 |48MM |
5X45CM | 1/2 CIRCLE | TAPER CUTTING |
UNDYED |12 FOILS

Steel

61

1390

POLYPROPYLENE MESH

PARIETENE MACRO PP 30X30CM

Parietene

61

1391

POLYPROPYLENE MESH

PARIETENE MACRO PP 15X15CM

Parietene

61




1393

POLYPROPYLENE MESH

PARIETENE MACRO PP 11X6CM

Parietene

61

1394

BONE WAX

BONE WAX 2.5G

Bonewax

61

1283

Silk

| SILK | 4-0| 17MM | 75CM | 1/2 CIRCLE |
TAPER POINT | BLACK | 36 FOILS

SOFSILK™

63

1284

Silk

SOFSILK™ | SILK | 3-0 | 30MM | 75CM | 1/2
CIRCLE | TAPER POINT | BLACK | 36
FOILS

SOFSILK™

63

1285

Silk

SOFSILK™ | SILK | 3-0 | 26MM | 75CM | 1/2
CIRCLE | TAPER POINT | BLACK | 36
FOILS

SOFSILK™

63

1286

Silk

SOFSILK™ | SILK | 3-0 | 24MM | 45CM | 3/8
CIRCLE | PREMIUM REVERSE CUTTING |
BLACK | 36 FOILS

SOFSILK™

63

1287

Silk

SOFSILK™ | SILK | 3-0 | [7MM | 75CM | 1/2
CIRCLE | TAPER POINT | BLACK | 36
FOILS

SOFSILK™

63

1288

Silk

SOFSILK™ | SILK | 2-0 | 30MM | 75CM | 1/2
CIRCLE | TAPER POINT | BLACK | 36
FOILS

SOFSILK™

63




1289

Silk

SOFSILK™ | SILK | 2-0 [ 26MM | 75CM | 1/2
CIRCLE | TAPER POINT | BLACK | 36
FOILS

SOFSILK™

63

1290

Silk

SOFSILK™ [ SILK | 0 | 30MM | 75CM | 1/2
CIRCLE | TAPER POINT | BLACK | 36
FOILS

SOFSILK™

63

1291

Silk

SOFSILK™ [ SILK | 1| 30MM | 75CM | 3/8
CIRCLE | REVERSE CUTTING | BLACK |
36 FOILS

SOFSILK™

63

1292

Silk

SOFSILK™ [ SILK | 1 |37MM | 75CM | 1/2
CIRCLE | TAPER POINT | BLACK | 36
FOILS

SOFSILK™

63

1293

Silk

SOFSILK™ [ SILK | 1 |39MM | 75CM | 3/8
CIRCLE | REVERSE CUTTING | BLACK |
36 FOILS

SOFSILK™

63

1294

Silk

SOFSILK™ [ SILK | 2 | 40MM | 75CM | 1/2
CIRCLE | TAPER POINT | BLACK | 36
FOILS

SOFSILK™

63

1296

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 6-0 |
VIOLET | 45CM | SS-14 | 8.6MM |
PREMIUM SPATULA | 1/4 CIRCLE |
DOUBLE NEEDLED | 12 Foils

POLYSORB™

63

1297

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 6-0 |
11MM | 45CM | 3/8 CIRCLE | PREMIUM
REVERSE CUTTING | UNDYED | 36 FOILS

POLYSORB™

63

1300

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 5-0 |
13MM | 45CM | 3/8 CIRCLE | PREMIUM
REVERSE CUTTING | UNDYED | 36 FOILS

POLYSORB™

63

1301

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 5-0 |
13MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1302

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 [ 4-0 |
16MM | 75CM | 3/8 CIRCLE | REVERSE
CUTTING | VIOLET | 36 FOILS

POLYSORB™

63




1303

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 [ 4-0 |
19MM | 45CM | 3/8 CIRCLE | PREMIUM
CONVENTIONAL CUTTING | UNDYED |
36 FOILS

POLYSORB™

63

1305

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 [ 4-0 |
22MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1306

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 3-0 |
16MM | 75CM | 3/8 CIRCLE | REVERSE
CUTTING | VIOLET | 36 FOILS

POLYSORB™

63

1308

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 3-0 |
22MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1309

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 3-0 |
26MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1310

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 2-0 |
26MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1311

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 2-0 |
30MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1312

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 2-0 |
40MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1315

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 [0 |
40MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63




1316

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 1 |
40MM | 90CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1317

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 1 |
48MM | 75CM | 1/2 CIRCLE | TAPER
CUTTING | VIOLET | 36 FOILS

POLYSORB™

63

1318

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 |2 |
40MM | 90CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1319

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 |2 |
48MM | 75CM | 1/2 CIRCLE | TAPER
CUTTING | VIOLET | 36 FOILS

POLYSORB™

63

1320

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 5-0 |
17MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1321

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 4-0 |
17MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1322

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 4-0 |
22MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1323

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 3-0 |
22MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1324

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 2-0 |
30MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1325

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 2-0 |
26MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1326

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 |0 |
40MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1327

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 1 |
40MM | 90CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63




1328

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 | 1|
30MM | 75CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1330

POLYGLACTINE

POLYSORB™ | LACTOMER™ 9-1 |2 |
40MM | 90CM | 1/2 CIRCLE | TAPER
POINT | VIOLET | 36 FOILS

POLYSORB™

63

1334

POLYPROPYLENE

SURGIPRO™ II | POLYPROPYLENE | 8-0 |
6MM | 45CM | 3/8 CIRCLE | TAPER POINT |
DOUBLE NEEDLED | BLUE | 36 FOILS

SURGIPRO™

63

1338

POLYPROPYLENE

SURGIPRO™ II | POLYPROPYLENE | 6-0 |
11MM | 75CM | 3/8 CIRCLE | TAPER
POINT| DOUBLE NEEDLE | 36 FOILS

SURGIPRO™

63

1339

POLYPROPYLENE

SURGIPRO™ II | POLYPROPYLENE | 6-0 |
16MM | 45CM | 3/8 CIRCLE |
CONVENTIONAL REVERSE CUTTING ||
BLUE | 36 FOILS

SURGIPRO™

63

1340

POLYPROPYLENE

SURGIPRO™ II | POLYPROPYLENE | 5-0 |
13MM | 75CM | 1/2 CIRCLE | TAPER
POINT | DOUBLE NEEDLED | BLUE | 36
FOILS

SURGIPRO™

63

1341

POLYPROPYLENE

SURGIPRO™ | POLYPROPYLENE | 5-0 |
16MM | 45CM | 3/8 CIRCLE | PREMIUM
CONVENTIONAL CUTTING | BLUE | 36
FOILS

SURGIPRO™

63




1342

POLYPROPYLENE

SURGIPRO™ | POLYPROPYLENE | 4-0 |
19MM | 45CM | 3/8 CIRCLE | PREMIUM
CONVENTIONAL CUTTING | BLUE | 36
FOILS

SURGIPRO™

63

1343

POLYPROPYLENE

SURGIPRO™ II | POLYPROPYLENE | 4-0 |
26MM | 90CM | 1/2 CIRCLE | TAPER
POINT | DOUBLE NEEDLED | BLUE | 36
FOILS

SURGIPRO™

63

1344

POLYPROPYLENE

SURGIPRO™ | POLYPROPYLENE | 3-0 |
19MM | 45CM | 3/8 CIRCLE | PREMIUM
CONVENTIONAL CUTTING | BLUE | 36
FOILS

SURGIPRO™

63

1345

POLYPROPYLENE

SURGIPRO™ II | POLYPROPYLENE | 3-0 |
26MM | 90CM | 1/2 CIRCLE | TAPER
POINT | DOUBLE NEEDLED | BLUE | 36
FOILS

SURGIPRO™

63

1347

POLYPROPYLENE

SURGIPRO™ | POLYPROPYLENE | 2-0 |
26MM | 75CM | 1/2 CIRCLE | TAPER
POINT | BLUE | 36 FOILS

SURGIPRO™

63

1350

POLYPROPYLENE

SURGIPRO™ | POLYPROPYLENE | 2-0 |
26MM | 90CM | 1/2 CIRCLE | TAPER
CUTTING | DOUBLE NEEDLED | BLUE |
36 FOILS

SURGIPRO™

63

1353

POLYPROPYLENE

SURGIPRO™ | POLYPROPYLENE | 2-0 |
60MM | 75CM | STRAIGHT |
CONVENTIONAL CUTTING | BLUE | 36
FOILS

SURGIPRO™

63

1354

POLYPROPYLENE

SURGIPRO™ | POLYPROPYLENE | 0 |
40MM | 75CM | 1/2 CIRCLE | TAPER
POINT | BLUE | 36 FOILS

SURGIPRO™

63

1355

POLYPROPYLENE

SURGIPRO™ | POLYPROPYLENE | 1 |
40MM | 75CM | 1/2 CIRCLE | TAPER
POINT | BLUE | 36 FOILS

SURGIPRO™

63

1358

POLYESTER

TICRON™ | POLYESTER | 3-0 | 25MM |
105CM | 1/2 CIRCLE | TAPER POINT |
DOUBLE NEEDLED | BLUE | 36 FOILS

TICRON™

63




1359

POLYESTER

TICRON™ | POLYESTER | 2-0 | 17MM |
75CM | 1/2 CIRCLE | TAPER CUTTING |
DOUBLE NEEDLED | BLUE | 36 FOILS

TICRON™

63

1360

POLYESTER

TICRON™ | POLYESTER | 2-0 | 26MM |
90CM | 1/2 CIRCLE | TAPER CUTTING |
DOUBLE NEEDLED | BLUE | 36 FOILS

TICRON™

63

1361

POLYESTER

TICRON™ | POLYESTER | 2-0 | 26MM |
90CM | 1/2 CIRCLE | TAPER POINT |
DOUBLE NEEDLED | BLUE | 36 FOILS

TICRON™

63

1362

POLYDIOXANONE

MAXON™ | POLYGLYCONATE | 7-0 |
9MM | 75CM | 3/8 CIRCLE | TAPER POINT |
DOUBLE NEEDLED | GREEN | 36 FOILS

MAXON™

63

1364

POLYDIOXANONE

MAXON™ | POLYGLYCONATE | 6-0 |
13MM | 45CM | 3/8 CIRCLE | TAPER
POINT | DOUBLE NEEDLED | GREEN | 36
FOILS

MAXON™

63

1367

POLYDIOXANONE

MAXON™ | POLYGLYCONATE | 5-0 |
13MM | 75CM | 1/2 CIRCLE | TAPER
POINT | GREEN | 36 FOILS

MAXON™

63

1368

POLYDIOXANONE

MAXON™ | POLYGLYCONATE | 5-0 |
17MM | 75CM | 1/2 CIRCLE | TAPER
POINT | DOUBLE NEEDLED | GREEN | 36
FOILS

MAXON™

63

1373

POLYDIOXANONE

MAXON™ | POLYGLYCONATE | 4-0 |
20MM | 75CM | 1/2 CIRCLE | TAPER
POINT | GREEN | 36 FOILS

MAXON™

63

1375

POLYDIOXANONE

MAXON™ | POLYGLYCONATE | 3-0 |
20MM | 75CM | 1/2 CIRCLE | TAPER
POINT | GREEN | 36 FOILS

MAXON™

63

1376

POLYDIOXANONE

MAXON™ | POLYGLYCONATE | 3-0 |
26MM | 75CM | 1/2 CIRCLE | TAPER
POINT | GREEN | 36 FOILS

MAXON™

63




MAXON™ | POLYGLYCONATE | 2-0 |

1378 POLYDIOXANONE 26MM | 75CM | 1/2 CIRCLE | TAPER MAXON™ 63
POINT | GREEN | 36 FOILS
MAXON™ | POLYGLYCONATE | 20 |
1379 POLYDIOXANONE 30MM | 75CM | 1/2 CIRCLE | TAPER MAXON™ 63
POINT | GREEN | 36 FOILS
MAXONT™ | POLYGLYCONATE | 0 | 40MM
1382 POLYDIOXANONE | 150CM | LOOP | 1/2 CIRCLE | TAPER MAXON™ 63
POINT | GREEN | 12 FOILS
MAXONT™ | POLYGLYCONATE | 0 | 40MM
1383 POLYDIOXANONE | 75CM | 1/2 CIRCLE | TAPER POINT | MAXON™ 63
GREEN | 36 FOILS
MAXON™ | POLYGLYCONATE | 1 | 40MM
1385 POLYDIOXANONE | 150CM | LOOP | 1/2 CIRCLE | TAPER MAXON™ 63
POINT | GREEN | 12 FOILS
374 Factor VIII 250 IU/Vial Each Vial Koate DVI 40
i )0/ il 0/
656 Salt Free Albumin 20% 50 mi Vial E'g;?“m'" 20% (Albumin Human 20% 40
i )0/ il 0/
657 Salt Free Albumin 20% 100 mi Vial Plasbumin 20% (Albumin Human 20% 40

UsP)




122 Punjab Medical Services Lahore Importer 1. Onco llac San Ve Tis A.S Turkey. (lohexol 350 mgl, 50ml and 100ml)
The mandatory embassy attested documents (Agency agreement, cGMP, Free Sale certificate/CoPP) for the quoted
items as per the SBDs were not present at the time of inspection however coloured copies of the cGMP with no
embassy attestation and coloured copy of Free sale was presented to the inspection team.

Not Recommended

Not Recommended for all the quoted items of the above principle manufacturer.

123 Rakaposhi Pharmaceuticals Manufacturer

Peshawar

The inspection team at the time of inspection observed that
« Integrity test of sampling/dispensing booth were not performed.
« In quarantine, temperature control was not controlled.
* Rabeprazole sodium was present in a refrigerator and without temperature measuring device and log sheet. It is
relevant to mention that the refrigerator was of commercial use.
+ In packaging hall, no tags/labelling were made to identify the ongoing process/packaging of different products.
Moreover, mixed batches of H2BF 40 (Famotidine), Esorok 40 (Esomperazole), Rothin 250mg (Azithromycin) &
levosulpride were present without labelling. Temperature control was poor and there was no log sheet available in Not Recommended
packing hall.
« In dry suspension filling area, no bottle blowing and Nitrogen purging facility was present and no proper labelling
found.
* The firm was using different internal working standards that was kept in plastic zippers and placed in awful
condition (Colour & Physical appearance were compromised) in the desiccator and that too was not labelled.
* The firm uses in-house, invalidated methods for analysis. E.g. Assay of Tab. Risperidone 2mg (USP) and Tab
Moxifloxacin 400mg (Moxacin) were carried out using UV spectrophotometer while official method is HPLC and
* HPLC log book was not maintained properly.
* Raw data was not maintained in the QC lab.
* SOP’s for RO plant was not available and the firm was using pipes for loops system other than SS.
In view thereof, the firm is Not Recommended.

124 Rehman Rainbow Lahore Manufacturer The inspection team at the time of inspection observed that;

1. No rodent control system was present in RMS of Cotton as the raw cotton was placed in wide open area.

2. The roof of the Cotton RMS was only 7 feet high, and was made of breaks, with wide open longitudinal area to the
direct sunlight.

3. Impaired cotton suction outlet collection was observed as the cotton was flying in the open air outside the cotton
production area.

4. There was no hygrometer, thermometer or temperature and humidity control device in the absorbent cotton RMS
and production area.

5. Poor environmental control and high temperature (36 0C) and humidity (68 %) were observed in the Gauze cloth
manufacturing area.

6. Finished Gauze cloth was lying in the open area under the stairs towards the QC department.

7. Poor environmental control was observed as a door in the Gauze cloth production was kept open during active
manufacturing towards the stairs which was full of dust and open air was circulating the Gauze cloth production
area.

Recommended for award of specified marks for physical evaluation/inspection in the technical evaluation proforma
for the quoted items except Cotton (Surgical) Corded BPC and Gauze cloth roll packing.

955

Crepe Bandages BPC

7.5cm x 4.5m Roll

Surgeecrepe

65

956

Crepe Bandages BPC

10cm x 4.5m

Surgeecrepe

65

957

Crepe Bandages BPC

15cm x 4.5m

Surgeecrepe

65

1179.

Sterile Gauze Dressing Pad (X-ray detectable
Radiopaque) (USP/BP/BPC)

Among the three different monograph
specifications only one (the best evaluated
bid) shall be selected in the combined
competition

Blister pack

30x30cm, 4
ply

Surgeeguaze

65

1180

Sterile Gauze Dressing Pad (USP/BP/BPC), Among the three
different monograph specifications only one (the best
evaluated bid) shall be selected in the combined competition
Blister pack

10x10 cm, 8 ply

Surgeeguaze

67

1181

Sterile Gauze Dressing Pad (USP/BP/BPC), Among the three
different monograph specifications only one (the best
evaluated bid) shall be selected in the combined competition
Blister pack

15x15 cm, 8 ply

Surgeeguaze

65




125

Relizon Pharma Lahore

Manufacturer

The inspection team at the time of inspection observed that;

1. The original cGMP shown to the inspection team was issued after (10-06-2022) the cut off of date of bid submission
(20-04-2022).

2. Mecobalamine utilization record was not available in the RMS and it was dispensed in the presence of light
contrary to the RMS SOPs/guidelines.

3. Compromised GLP was observed as the data for testing method of linezolid was not available.

4. Validation of the testing method for metformin + sitagliptin was not available.

5. Compromised GLP was observed as 10 micron HPLC column was used for Omeprazole testing instead of 5 micron.
6. No production was observed at the time of inspection except packaging

Not Recommended

Not Recommended

126

Renacon Pharma Lahore

Manufacturer

The inspection team at the time of inspection observed that;

1. Accelerated Stability chamber was out of order.

2. The required solution of pH for the calibration of pH meter were not available in the QC, thereby compromising
GLP.

Not Recommended

Not Recommended

127

Roche Pakistab Limited

Importer

Recommended

98

Mycophenolate Mofetil

Tablet 500 mg

Cellcept

61

365

Epoetin-f

PF Syr 5,0001U/0.3ml

Recormon PF Syr

59

384

Methoxy PEG Epoetin-f

PF Syr 50mcg/0.3ml

Mircera PF Syr

54

385

Methoxy PEG Epoetin-p

PF Syr 75mcg/0.3ml

Mircera PF Syr

54

386

Methoxy PEG Epoetin-f

PF Syr 100mcg/0.3ml

Mircera PF Syr

54

604

Rituximab

500mg/50ml Vial

Ristova

59

128

Rock Pharma Risalpur

Manufacturer

The inspection team at the time of inspection observed that

* No record found for integrity test of the HEPA filter in dispensing booth.

* Receiving bay was far away from the quarantine and stairs were in use to shift the Raw material from receiving bay
to quarantine.

« In labelling and packaging area, hygrometer was not installed for measurement of temperature and humidity.
Moreover, temperature log sheet was not maintained.

* The firm failed to produce the relevant record of viscosity test for a Rokgel antacid Suspension (batch No. 01235)
during the inspection.

* Microbi ist was not avail at the time of i

* The firm adopted in-house UV method instead of HPLC to check the assay of Tablet Clopidogrel 75mg USP
(Rogrip) etc and that was also invalidated. Further, the firm failed to produce the calculations and graphs for the tests
performed.

* SOPs regarding RO plant functioning was not available. Moreover, the firm fail to produce the integrity tests being
performed for the cartridge filters of RO plant.

In view thereof, the firm is Not Recommended.

Not Recommended

129

Saad Sales Services Karachi

Importer

Recommended

478

Streptokinase

Injection 1.5MIU/Vial

Eskinase 1.5MIU

44




130

Sadqain Healthcare Islamabad

Importer

Recommended

Bacterial filter, HME Filter and Viral filter (HCV, HBS+HIV

908 etc) Intersurgical 51
909 Bain Circuit Adult Intersurgical 46
910 Bain Circuit Pediatric Intersurgical 46
1030 Disposable Sterile Catheter Mount superset 46
1105 Laryngeal mask Different size Solus Laryngeal mask 51
1116. Nasal Oxygen Cannula Neonatal Intersurgical 51
1117 Nasal Oxygen Cannula Pediatric Intersurgical 51
1118 Nasal Oxygen Cannula Adult Intersurgical 46
1119 Nebulizer mask with chamber and tubing Pediatric Intersurgical 51
1120 Nebulizer mask with chamber and tubing Adult Cirrus 2 Nebulizer Ecolite mask kit 51
1129 Non-rebreather mask Adult Intersurgical 46
1130 Non-rebreather mask Pediatric Intersurgical 46
1135 Oxygen Mask Adult Ecolite adult oxygen mask 51
1136 Oxygen Mask Pediatric Intersurgical 46
1137 Oropharyngeal Airway Size 0 Intersurgical 46
1138 Oropharyngeal Airway Size 1 Intersurgical 46




1139 Oropharyngeal Airway Size 2 Intersurgical 41
1140 Oropharyngeal Airway Size 3 Intersurgical 41
1141 Oropharyngeal Airway Size 4 Intersurgical 41
1142 Oropharyngeal Airway Size5 Intersurgical 51
1242 Tracheostomy mask Adult Intersurgical Ecolite 46
1253 Ventilator Circuit Adult Intersurgical 46
1254 Vventuri O>'<ygen Masfk with different oxygen Adult Ecolite adult venturi mask 46
concentration venturi valve
131 Safe Pharma Karachi Manufacturer The inspection team at the time of inspection observed the following,

1. Raw material (Atorvastatin and PVP K-30) were present in the quarantine area which were acquired from local

source without invoice. The company argued that due to low batch size they are purchasing raw material from local

source. This clearly indicates that the firm is not importing raw material through proper channel.

2. Active and Inactive raw material were kept mixed in the raw material store in a hap hazard fashion thereby

compromising Good Storage Practices (GSP).

3. There was no designated rejected area instead a cage was place inside the raw material store for rejected material.

4. Organic and inorganic solvents were kept in the same room without temperature control and precautionary

measures.

5. Tools inside blistering room were in unhygenic condition.

6. The whole unit was very congested and every section including the QC Lab was having space constraints. The Not Recommended

microbiology section was inside the QC Lab.

7. Firm was not having testing method validation for its in-house developed methods.

NOT RECOMMENDED

132 Saffron Pharma Faisalabad Manufacturer Recommended

Except for Dry Powder Injctables as Type I11 glass is used as per the documents attached in the original bid. 39 Diclofenac Sodium Inj: Diclofenac Sodium 75mg/3ml Sofac Injection 37
40 Diclofenac Sodium Tab: Diclofenac Sodium 50mg Sofac Tablet 33
56 Nalbuphine Inj: Nalbuphine 10mg/ml Naldol Injection 47
56 Nalbuphine Inj: Nalbbuphine 20mg/ml Naldol Injection 47
156 Terbinafine Tab: Terbinafine 250mg Terbisil Tablet 38
162 Tab: Cetirizine 10mg Tab: Cetirizine 10mg Cetrix tablet 43
163 Syp: Cetirzine 5mg/5ml Syp: Cetirzine 5mg/5ml Cetrix Syp 43
167 Tab: Levocetirizine 5mg Tab: Levocetirizine 5mg Xenocit Tablet 38




166 Syp: Levocetirizine 2.5mg/5ml Syp: Levocetirizine 2.5mg/5ml Xenocit Syp 38
169 Tab: Montelukast 10mg Tab: Montelukast 10mg Sokast tablet 43
170 Tab: Motelukast 5mg Tab: Motelukast 5mg Sokast Tablet 43
175 Inj: Amikacin Sulphate 100mg Inj: Amikacin Sulphate 100mg Sefkin Injection 42
176 Inj: Amikaciin Sulphate 250mg Inj: Amikaciin Sulphate 250mg Sefkin Injection 42
177 Inj: Amikacin Sulphate 500mg Inj: Amikacin Sulphate 500mg Sefkin Injection 42
200 Tab: Azithromycin 250mg Tab: Azithromycin 250mg Azotek Tablet 43
201 Tab: Azithromycin 500mg Tab: Azithromycin 500mg Azotek Tablet 43
203 Susp: Azithromycin 200mg/5ml Susp: Azithromycin 200mg/5ml Azotek Suspension 43
241 Tab: Ciprofloxacin 250mg Tab: Ciprofloxacin 250mg Lucid Tablet 43
242 Tab: Ciprofloxacin 500mg Tab: Ciprofloxacin 500mg Lucid Tabelt 43
243 Inf: Ciprofloxacin 200mg/100ml Inf: Ciprofloxacin 200mg/100ml Lucid Infusion 45




245 Tab: Clarithromycin 250mg Tab: Clarithromycin 250mg Karit Tablet 43
246 Tab: Clarithromycin 500mg Tab: Clarithromycin 500mg Karit Tablet 43
274 Inf: Levofloxacin 500mg/100ml Inf: Levofloxacin 500mg/100ml Locus Infusion 40
275 Tab: Levofloxacin 250mg Tab: Levofloxacin 250mg Locus Tablet 38
276 Tab: Levofloxacin 500mg Tab: Levofloxacin 500mg Locus Tablet 38
285 Tab: Moxifloxacin 400mg Tab: Moxifloxacin 400mg Microcid Tablet 43
380 Tab: Iron Hydroxide poly maltose complex 100mg Igg;éon Hydroxide poly maltose complex Acefer-F tablet 43
381 Tab: Iron Hydroxide poly maltose complex 100mg Igg;éon Hydroxide poly maltose complex Acefer Syrup 43
385 Inj: Mecobalmine 500mcg Inj: Mecobalmine 500mcg Bezel Injection 47
408 Tab: Amlodipine Besylate 5mg Tab: Amlodipine Besylate 5mg Hypotin tablet 43
409 Tab: Amlodipine Besylate 10mg Tab: Amlodipine Besylate 10mg Hypotin tablet 43
410 Tab: Amlodipine+Valsartan 5mg+80 mg Tab: Amlodipine+Valsartan 5mg+80 mg Presto tablet 33




411 Tab: Amlodipine+Valsartan 5mg+160 mg Tab: Amlodipine+Valsartan 5mg+160 mg Presto tablet 33
412 Tab: Amlodipine+Valsartan 10mg+160 mg Tab: Amlodipine+Valsartan 10mg+160 mg Presto tablet 33
415 Tab: Bisoprolol 2.5mg Tab: Bisoprolol 2.5mg Safcor Tablet 43
416 Tab: Bisoprolol 5mg Tab: Bisoprolol 5mg Safcor Tablet 43
417 Tab: Bisoprolol 10mg Tab: Bisoprolol 10mg Safcor Tablet 43
427 Tab: clopidogrel 75mg Tab: clopidogrel 75mg Plagril Tablet 33
456 Tab: Losartan+ Hydrochlorothiazide 50mg+12.5mg ;—g;gﬂs;gig Hydrochlorothiazide Sar-K Plus Tablet 43
458 Tab: Losartan Potassium 50mg Tab: Losartan Potassium 50mg Sar-K Tablet 43
477 Tab: Rosuvastatin 10mg Tab: Rosuvastatin 10mg Rostor Tablet 43
494 Spray Fluticasone 50mcg Spray Fluticasone 50mcg Ticovate Nasal Spary 33




510 Tab: Famotidine 40mg Tab: Famotidine 40mg Apsin Tablet 43
520 Cap: Omeprazol 40mg Cap: Omeprazol 40mg Noctis Capsule 43
545 Tab: Glimipride 1mg Tab: Glimipride 1mg Safgo Tablet 43
546 Tab: Glimipride 2mg Tab: Glimipride 2mg Safgo Tablet 43
547 Tab: Glimipride 3mg Tab: Glimipride 3mg Safgo Tablet 43
548 Tab: Glimipride 4mg Tab: Glimipride 4mg Safgo Tablet 43
549 Tab: Glimipride 1mg + Metformin 500mg Tab: Glimipride 1mg + Metformin 500mg Safgo-Met Tablet 43
550 Tab: Glimipride 2mg + Metformin 500mg Tab: Glimipride 2mg + Metformin 500mg Safgo-Met Tablet 43
566 Tab: Misoprostol 200mcg Tab: Misoprostol 200mcg Cytotol Tablet 43
573 Tab: Sitagliptin+ Metformin 50mg/500mg Tab: Sitagliptin+ Metformin 50mg/500mg Alosita —Met Tablet 38




574 Tab: Sitagliptin+ Metformin 50mg/1000mg Tab: Sitagliptin+ Metformin 50mg/1000mg Alosita —Met Tablet 38
578 Tab: Vildagliptin 50mg Tab: Vildagliptin 50mg Bygliv Tablet 33
680 Cap: Tamsulosin HCI 0.4mg Cap: Tamsulosin HCI 0.4mg Urivent Capsule 43
708 Tab: Escitaloprom 10mg Tab: Escitaloprom 10mg Joyel Tablet 43
836 Lotion Betamethasone 0.05% Lotion Betamethasone 0.05% Provate Lotion 48
838 OClrle;Dm: Betamethasone Dipropionate + Gentamycin 0.05%+ greenat?r:n )I/ac?;agke)t;;fgr:iﬁ/inpropionate + Provate-G Cream 38
839 gi(;w;‘r;ﬂing.lB;:amethasone Dipropionate + Gentamycin giellwwttr:;r;’tc:iSzt%r;;tﬂfla;(.){loe/nDipropionate + Provate-G Oinment 38
848 Cream: Fusidic Acid 2% Cream: Fusidic Acid 2% Fucort Cream 48
849 Qintment: Fusidic Acid 2% Qintment: Fusidic Acid 2% Fucort Ointment 48
863 Cream : Premethrin 5% w/w Cream : Premethrin 5% w/w Mitonal Cream 33
864 Lotion : Premethrin Lotion : Premethrin Mitonal Lotion 33




872 Cream: Terbinifine 1% Cream: Terbinifine 1% Terbisil Cream 38
873 Lotion : Terbinifine Lotion : Terbinifine Terbisil Lotion 38
892 Inj: Cholecalciferol (Vit:D3) 200000 IU 1ml Inj: Cholecalciferol (Vit:D3) 200000 IU 1ml  |Doplet -3 Inj 33
736 Cap: Pregablin 75mg Cap: Pregablin 75mg Higab 75mg capsule 43
133 Sami Pharma Karachi Manufacturer Recommended
7 Nitazoxanide 500mg Tablets 1ZATO 55
8 Nitazoxanide 100mg/5ml Suspension IZATO 55
34 Aceclofenac 100mg Tablets ALKERIS 54
56 Nalbuphine HCI 20mg Injection KINZ 62
61 Paracetamol 300mg Injection PROVAS 57
89 Filgrastim 300mcg Injection NEOFIL 48
157 Betahistine Dihydrochloride 8mg Tablets ENIER 54
158 Betahistine Dihydrochloride 16mg Tablets ENIER 54
164 Levocetirizine 2.5mg/5ml Syrup NEO-SEDIL 54
165 Levocetirizine 5mg Tablets NEO-SEDIL 54
168 Montelukast 5mg Chewable Tablets MONTIKA 54




169 Montelukast 4mg Sachets MONTIKA 54
171 Amikacin Sulphate 25mg Injection GRASIL 57
172 Amikacin Sulphate 50mg Injection GRASIL 57
174 Amikacin Sulphate 250myg Injection GRASIL 57
200 Azithromycin 500myg Injection AZITMA 54
248 Clarithromycin 500mg Lyophilized Injection RITHMO 54
300 Rifaximin 550mg Tablets NIXAF 53
317 Dihydroartemisinin + Piperaquin 40 mg+320 mg Sachets TIMEQUIN 55
318 Dihydroartemisinin + Piperaquin 15 mg+120 mgCapsules TIMEQUIN 55
361 Erythropoietin 2000 IU Injection ROPO 57
362 Erythropoietin 4000 IU Injection ROPO 57
363 Erythropoietin 10000 IU Injection ROPO 57
413 Bisoprolol Fumarate 2.5mg Tablets ACTIM 57
414 Bisoprolol Fumarate 5mg Tablets ACTIM 57
415 Bisoprolol Fumarate 10mg Tablets ACTIM 57
521 Phloroglucinol + Trimethylphloroglucinol 80mg/80mg Tablets ORGLU 47
537 Empagliflozin Tablets 10mg EMPOLI 52
538 Empagliflozin Tablets 25mg EMPOLI 52
732 Pregabalin 50mg Capsules PREGY 52
733 Pregabalin 75mg Capsules PREGY 52
734 Pregabalin 150mg Capsules PREGY 52




134 Sanofi (Manufacturer) Karachi Manufacturer Recommended

2 METRONIDAZOLE 400 mg tab Tablet 400 mg Flagyl 52
Except for Claforan Injections due to use of USP-Type 111 glass vial.

3 METRONIDAZOLE 200mg/5 ml Suspension 200mg per 5mL 120 mL Bottle Flagyl 52
4 METRONIDAZOLE 500mg/100ml Infusion 500mg per 100ml Bottle Flagyl 50
223 CEFPODOXIME 100mg tab Tablet 100 mg Orelox 30
224 CEFPODOXIME 50ml Orelox Suspension 50 mL Bottle Orelox 30
543 GLIBENCLAMIDE 5mg tab Tablet 5 mg Daonil 49
632 POLYGELINE infusion 500ml Infusion 500 mL 3.5% Haemaccel 54
508 DROTAVERINE 40mg tab Tablet 40mg No-Spa 47
476 RAMIPRIL 5mg tab Tablet 5 mg Tritace 46

135 Sanofi (Importer) Karachi Importer Recommended
360 ENOXAPARIN SODIUM 40mg Injection 40 mg Clexane 55
361 ENOXAPARIN SODIUM 60mg Clexane Injection 60 mg Clexane 55
362 ENOXAPARIN SODIUM 80 mg Clexane Injection 80 mg Clexane 55
509 DROTAVERINE 40mg /2ml Injection 40mg per 2ml 25's No-Spa 43
427 CLOPIDOGREL 75mg tab Tablet 75 mg Plavix 42
558 Glargine 100 un/ml, 10 ml inj Inj 10ml Lantus 42
498 Bacillus Clausii susp 10s Enterogermina 48

136 Sante Pharma Karachi Manufacturer Recommended
66 Tizanidine Tab. 4mg Zantid 33
154 Terbinafine Tab. 250mg Terbisan Forte 43
198 Azithromycin Cap. 250 mg Zithrosan 43
199 Azithromycin Tab. 500 mg Zithrosan 43
243 Clarithromycin Tab. 250 mg Claraze 43
244 Clarithromycin Tab. 500 mg Claraze 43
283 Moxifloxacin Tab. 400 mg Santomox 47
801 Chloramphenicol Eye Drops 0.5 % w/v, 10ml Santochlor 43




807 Dorzolamide + Timolol Eye Drops 2 + 0.5% , 5ml Co-Dorzal 45
814 Moxifloxacin 0.5% wi/v Eye Drops, 5ml Megamox 43
825 Timolol Maleate 0.5% wiv Eye Drops, 5ml Betalol Solution 43
827 Tobramycin + Dexamethasone Eye Drops 0.3% + 0.1% w/v , 5ml Santodex Sterile n 43
845 Fusidic acid 2% Cream Cream 2% , 15gm Fusac 47
869 Terbinafine Cream 1%, 10gm Terbisan 47
137 Syah Impex Karachi Importer Changzhou Tongda Medical Appliances China.
All mandatory embassy attested documents (Agency agreement, cGMP / Quality Assurance certificate, Free Sale 992 Disposable Auto Disable Syringe 3ml SHIFA 51
certificate / CoPP, DRAP Registration) as per the SBDs were checked and verified in original at the time of
inspection, for the quoted items of the above-mentioned principal manufacturer.
Jiangxi Sanxin Meditech Co. Ltd China. 993 Disposable Auto Disable Syringe 5ml SHIFA 51
None of the original Mandatory Embassy attested documents were presented to the inspection team.
Shanghai Motex Healthcare China. " . 995 Disposable Insulin Syringe 1ml (30G) iml SHIFA 51
All mandatory embassy attested documents (Agency agreement, cGMP / Quality Assurance certificate, Free Sale
certificate / CoPP, DRAP Registration) as per the SBDs were checked and verified in original at the time of
inspection, for the quoted items of the above-mentioned principal manufacturer.
996 Disposable Syringe Ordinary 1ml 1ml SHIFA 51
Changzhou Yuekang Medical Appliances China.
The quoted item (Urine Bag) is not registered with DRAP.
RECOMMENDED only for quoted items of Changzhou Tongda Medical Appliances China and Shangha Motex 997 Disposable Syringe Ordinary 10m 10ml SHIFA 51
Healthcare China.
998 Disposable Syringe Ordinary 20ml 20ml SHIFA 51
999 Disable Syringe Ordinary 50ml 50ml SHIFA 51
1088 I/V fluid administration sct with additional “Y" injoction port | SLcr1e: Minimum 150cm length ubing, latex, gy, n 51
and pyrogen free, blister pack
1087 I/V fluid administration sets Basic Blister sterile ant_i pyrogen free, minimum 150cm tube SHIFA 51
length, blister pack
1001 Disposable Syringe Ordinary with nozzle for feeding 60ml 60ml SHIFA 48
1097 Infusion Chamber (Burette Type) Sterile Disposable SHIFA 22
1022 Disposable Sterile Latex Gloves (Powder Free) 6.5,7.0,7.5,80,85 SHIFA 51
1023 Disposable Sterile Latex Gloves (Powdered) 6.5,7.0,7.5,8.0,85 SHIFA 51




138 The Schazoo Lahore Manufacturer The inspection team at the time of inspection observed that;

1. HVAC in the entire production facility (including RMS, Production, FGS) was out of order at the time of

inspection, while the production was in process with full capacity.

2. Poor environmental control and hygiene was observed during inspection in the whole production facility as the

employees were sweating and production was in process.

3. Non adherence to the cGMP and quality assurance practices were observed as the temperature was higher than the

upper limit allowed as per SOPs of the firm, and required under the GMP, in different areas of production as follows;

RMS=34°C

Tablet coating area= 34 °C

In-process Quarantine of Tablet = 34 °C

Syrup mixing area= 34 °C Not Recommended

4. Compromised GSP was observed in the RMS.

5. Poor environmental control were observed as Rain water was pouring out from the roof in the plant.

6. No in process SOPs for the tablet tooling (punches etc) was available.

Not Recommended

139 Scilife Pharma Karachi Manufacturer Recommended

410 Amlodinpine + Vaslsartan Tablet 10 MG/160 MG Amstan 51
409 Amlodinpine + Vaslsartan Tablet 5 MG/ 160 MG Amstan 51
408 Amlodinpine + Vaslsartan Tablet 5 MG/ 80 MG Amstan 51
167 Monteukast Tablet 10 MG Asthiven Tablet 55
715 Budesonide + Formoterol Fumarate Rotacaps 200+6 MG B-Form 50
481 Valsartan + Hydrochlorothiazide Tablet 80 MG/12.5 MG Co-Valid 51
571 Sitagliptin + Metformin Tablet 50 MG / 1000 MG Glusimet Tablet 50
570 Sitagliptin + Metformin Tablet 50 MG / 500 MG Glusimet Tablet 50
475 Rosuvastatin Tablet 10 MG Kestore Tablet 45
456 Losartan Potassium Tablet 50 MG Losmart Tablet 55




454 Losartan Potassium + HCT Tablet 50 MG / 12.5 MG Losmart-H Tablet 50
407 Amlodipine Tablet 10 MG M-Low Tablet 50
406 Amlodipine Tablet 5 MG M-Low Tablet 50
426 Clopidogrel Tablet 75 MG Morplat 50
40 Diclofenac Sodium Tablet 50 MG Panslay Tablet 55
537 Empagliflozin Tablet 10 MG Sciampa Tablet 50
538 Empagliflozin Tablet 25 MG Sciampa Tablet 50
283 Moxifloxacin Tablet 400 MG Scimox Tablet 55
732 Pregabalin Tablet 50 MG Scirica Capsules 55
733 Pregabalin Tablet 75 MG Scirica Capsules 55
453 Lisinopril Tablet 10 MG Trupril Tablet 55
452 Lisinopril Tablet 5 MG Trupril Tablet 55
198 Azithromycin Tablet 250 MG Trezo Tablet 55
199 Azithromycin Tablet 500 MG Trezo Tablet 55
480 Valsartan Tablet 80 MG Valid Tablet 50




140 Searle IV Solutions Lahore Manufacturer
The inspection team at the time of inspection observed that,
1. The whole plant/facility was under construction/renovation and there was no production carried out at the time of
inspection. Not Recommended
Not Recommended
141 Shaigan Pharma Rawalpindi Manufacturer Recommended

50 Meloxicam Tab 15 mg Mits 51
51 Meloxicam Tab 7.5 mg Mits 51
64 Paracetamol + Orphenadrine Tab 450 mg/35 mg Acetofen 51
175 Amikacin Sulphate Inj. 500 mg Glykin 51
213 Cefixime Cap 400 mg Ruwin 51
214 Cefixime Dry Susp. 100 mg/5ml Ruwin 51
215 Cefixime Dry Susp. 200 mg/5ml Ruwin 51
273 Levofloxacin 250 mg Bexus 51
274 Levofloxacin 500 mg Bexus 51
283 Moxifloxacin Tab 400 mg Mionex 51
408 Amlodipine + Valsartan Tab. 5mg/80 mg Diasar 51
409 Amlodipine + Valsartan Tab. 5mg/160 mg Diasar 51
382 Iron Sucrose 20 mg/ml 5ml Irose 51
410 Amlodipine + Valsartan Tab. 10 mg/160 mg Diasar 51
398 Warfarin Sodium Tab 5mg Warfin 56




507 Famotidine 40 mg Famot 51
532 Clomiphene Citrate Tab. 50 mg Fertab 51
570 Sitagliptin + Metformin Tab 50mg /1000 mg Admit 51
571 Sitagliptin + Metformin Tab 50 mg/500 mg Admit 51
543 Glimepiride 2mg Dilgem-2 51
733 Pregabalin Cap 75mg Pegalin 51
807 Dorzolamide + Timolol Eye drops 2 + 0.5% 5ml Tilomide 47
814 Moxifloxacin Eye Drops 0.5% wi/v 5ml Mionex 47
827 Tobramycin + Dexamethasone Eye Drops 0.3% + 0.1% w/v 5ml Mydex 47
845 Fusidic acid 2% 15g Fudic 51
846 Fusidic acid 2% 15g Fudic 51
860 Permethrin Cream 5% w/w 30g Skab 47
861 Permethrin Lotion 60ml Skab 47
225 Ceftazidime Inj. 1gm/Vial Ceftiz 51
227 Ceftriaxone Inj. 1gm/Vial Celtis 41
212 Cefepime Inj. | gm/vial Cepime 51
216 Cefoperazone + Sulbactam Inj. 1gm/Vial Deezone Plus 51
217 Cefoperazone + Sulbactam Inj. 2 gm/Vial Deezone Plus 51
220 Cefotaxime Sodium Inj. 1gm/Vial Cliver 51
516 Omeprazole Inj. 40 mg / Vial Vyber 51




142

Shrooq Pharma Lahore

Manufacturer

Recommended

6 Metronidazole 0.75%, Gel. 75mg METICAL-V 17
34 Acceclofenac Tab. 100mg CLOF 17
46 Ketorolac Inj. 30mg KEROOQ 27
50 Meloxicam Tab. 15mg LOXIRAX 27
51 Meloxicam Tab. 7.5mg LOXIRAX 27
66 Tizanidine Tab. 4mg TIZAX 27
67 Tramadol Inj. 100mg/2ml TRAMAROOQ 27
92 Leflunomide Tab. 20mg LEFLINE 17
118 Deferasirox Tab. 250mg EFESIR 27
121 Deferasirox Tab. 500mg EFESIR 27
144 Fluconazole Cap. 150mg CozIL 27
148 Itraconazole Cap. 100mg TRIZOX 17
149 Miconazole Cream. 2%, 20gm ALBIMIN 10
154 Terbinafine Tab. 250mg TERMI 27
167 Montelukast Tab. 10mg AEROMAX 27
169 Montelukast Sachet. 4mg AIRVENT 27




198 Azithromycin Cap. 250mg CINZIT 27
199 Azithromycin Cap. 500mg CINZIT 27
211 Cefepime Inj. 500mg FEPIZEN 17
212 Cefepime Inj. 1gm FEPIZEN 17
216 Cefoperazone+Sulbactum Inj. 1gm RAZOBACT 27
217 Cefoperazone+Sulbactum Inj. 2gm RAZOBACT 27
221 Cefpodoxime Cap. 100mg CEFPORITE 27
222 Cefpodoxime Susp. 40mg/5ml, 50ml CEFPORITE 27
230 Cefuroxime Tab. 250mg DAYCEF 27
231 Cefuroxime Susp. 125mg/5ml, DAYCEF 27
239 Ciprofloxacin Tab. 250mg M.CIP 17
240 Ciprofloxacin Tab. 500mg M.CIP 17
273 Levofloxacin Tab. 250mg LEFEXY 27
274 Levofloxacin Tab. 500mg LEFEXY 27
307 Artemether inj. 80mg/ml MAXLUM IM 27
308 Artemether+ Lumefantrine Tab. 40mg/240mg MAXLUM-DS 27
309 Artemether+ Lumefantrine Tab. 80mg+480mg MAXLUM FORTE 27




310 Artemether+ Lumefantrine Susp. 15+90mg, 60ml MAXLUM 27
350 Tenofovir Tab. 300mg TENOXIL 17
378 Ol.r;)grrrl—;ydroxide polymaltose comp 100mg and Folic acid Tab. 100mg NOVARISE 17
382 Iron Susrose Inj. 20mg/ml, 5mi ZELZO LV 27
383 Mecobalamin Inj. 500mcg HIREX (IM/ 1V) 27
407 Amlodipine Tab. 10mg S-DIP 17
503 Domperidone Tab. 10mg DOME-ONE 27
504 Domperidone Susp. 5mg/5ml, 120ml DOME-ONE 27
507 Famotidine Tab. 40mg FOMEN 27
510 Itopride HCL Cap. 150mg ITOTEC SR 27
517 Omeprazole Cap. 40mg MEPCID 17
518 Ondensetron Tab. 8mg DANTRON 27
519 Ondensetron Inj. 8mg/4ml DANTRON 27
529 Zinc Sulphate Tab. 20mg ZINMOR 17
546 Metformin HCL+ Glimepiride Tab. 1mg+500mg METME 17
547 Metformin HCL+ Glimepiride Tab. 2mg+500mg METME PLUS 17




563 Misoprostol Tab. 200mcg MISOTIN 27
570 Sitagliptin+ Metformin Tab. 50mg+500mg MELIPT 17
571 Sitagliptin+ Metformin Tab. 50mg+1000mg MELIPT 17
665 Febuxostat Tab. 40mg FABINEX 27
666 Febuxostat Tab. 80mg FABINEX 27
669 Ibandronic Acid Tab. 150mg BONPAC 27
677 Tamsulosin HCL Cap. 0.4mg TOPZIN 17
699 Duloxetine Cap. 30mg YENTREVE 17
700 Duloxetine Cap. 60mg YENTREVE 17
705 Escitalopram Tab. 10mg CITALAX 10 27
706 Fluoxetine Cap. 20mg TEXLOF 27
715 Levetiracetam Tab. 250mg LEVTRAL 27
716 Levetiracetam Tab. 500mg LEVTRAL 27
721 Olanzapine Tab. 5mg OLPIN 27
722 Olanzapine Tab. 10mg OLPIN 27




733 Pregabalin Cap. 75mg Gabmark 27
734 Pregabalin Cap. 150mg Gabmark 27
739 Quetiapine Tab. 100mg QUTIRATE 27
740 Risperidone Tab. 2mg RISMAL 17
741 Risperidone Tab. 4mg RISMAL 17
743 Sertraline Tab. 100mg SERGEX 17
745 Topiramate Tab. 50mg AMTEC 27
750 Venlafaxin HCL Cap. 75mg XINFAX XR 17
143 Silver Surgical Complex Karachi Manufacturer Recommended
except for 1093, 1094 which are disqualified in DTL testing, while item No. 993 is not recommended by End Users / I/V Cannula (Sterile having wings + injection port in ) ) e
Consultants / MCC experts. 1091 sterilized blister packing. The Cannula should be radio- 18G GREEN IV Cannula with Wing Injection 55
Port cap. Guage 18
opaque, as well as latex, pyrogen, and PVC free)
I/V Cannula (Sterile having wings + injection port in . : -
1092 sterilized blister packing. The Cannula should be radio- 20G GREEN IV Cannula with Wing Injection 55

opaque, as well as latex, pyrogen, and PVC free)

Port cap. Guage 20




144

Sindh Medical Stores Karachi

Importer

Recommended

except for utem quoted at No. 1349 due to non provision

995 Diposable Insulin Syringe ordinary sterile 1ml ( 30G x 5/16") (1":(I)G X 5/16") Disposable Insulin Syrringe 1ml 58
997 ?zipgS:TZS/Z'r'i)nge ordinary (Blister Packing) sterile 10ml ( (1027;IG LY Yushou 58
998 I;)ipeoialhljlgzl)nnge ordinary (Blister Packing) sterile 20ml ( ?(;T(I; Y1129 Yushou 58
997 I;)ipeoialhljlgzl)nnge ordinary (Blister Packing) sterile 50ml ( ng(I; Y1129 Yushou 58
1971 Ssatfnut Chromic 4/0, 20mm 1/2 circle Round Body needle 4/0, 20mm DemeGUT 58
1272 Ssatfnut Chromic 3/0, 20mm 1/2 circle Round Body needle 3/0, 20mm DemeGUT 58
1273 Cat Gut Chromic 2/0, 30mm 1/2 Circle Round Body 75cm 2/0, 30mm DemeGUT 58
1275 z::]t Gut Chromic 0, 40mm 1/2 circle Round Body needle 75 0, 40mm DemeGUT 58
1277 Cat Gut chromic 1, 40mm 1/2 Circle Round Body 75cm 1, 40mm DemeGUT 58
1279 Cat Gut Chromic 2, 40mm 1/2 Circle Round Body 75cm 2, 40mm DemeGUT 58
1288 Silk 1, 40 mm 1/2 circle Round Body Needle 75 cm 1, 30mm DemeSILK 58
1289 Silk 1, 30 mm 1/2 circle Round Body Needle 75 cm 1, 40mm DemeSILK 58
1291 Silk 2, 40 mm 1/2 circle Round Body Needle 75 cm 2, 40mm DemeSILK 58




1318 PolyGlycolic Acid 4/0, 17mm, 1/2 circle Round Body 75 cm [4/0, 17mm DemeSORB 58
1321 PolyGlycolic Acid 2/0, 25mm, 1/2 circle Round Body 75 cm (2/0, 25mm DemeSORB 58
1322 PolyGlycolic Acid 2/0, 30mm, 1/2 circle Round Body 75 cm (2/0, 30mm DemeSORB 58
1323 PolyGlycolic Acid 0, 40mm, , 1/2 circle Round Body 75 cm |0, 40mm, DemeSORB 58
1325 PolyGlycolic Acid 1, 40mm, , 1/2 circle Round Body 75 cm |1, 40mm, DemeSORB 58
1326 PolyGlycolic Acid 2, 40mm ,1/2 circle Round Body 75¢cm (2, 40mm DemeSORB 58
1337 :2;21,?;07?2:},”6 5/0, 13mm 1/2 circle Round Body double 5/0, 13mm DemeL ENE 58
1348 Polypropylene 2/0, 30mm 1/2 circle Round Body 75cm 2/0, 30mm DemeLENE 58
1350 Polypropylene 2/0, 60mm Straight curved cutting 75 cm 2/0, 60mm DemeLENE 58
1351 Polypropylene 0, 40mm 1/2 Circle Round Body 75 cm 0, 40mm DemeLENE 58
1352 Polypropylene 1, 40mm 1/2 Circle Round Body 75 cm 1, 40mm DemeLENE 58
581 BCG Vaccine 1's Vial (1ml) (20 Doses) Nil 43
593 Pentavalent Vaccine (DTP+Hep B + Hib) Single Dose Vial 0.5ml Nil 43
599 Purified Vero Cell Rabies Vaccine (PVRV) 1ml Vial RABIVAX-S 43




145

Stallion Pharma Lahore

Manufacturer

Recommended

178 Amoxycillin Cap 250mg Stamox 47
179 Amoxycillin Cap 500mg Stamox 47
180 Amoxycillin Suspension 125mg/5ml (60ml) Stamox 47
181 Amoxycillin Suspension 125mg/5ml (90ml) Stamox 47
182 Amoxycillin Inj 500mg Stamox 47
183 Amoxycillin Suspension 250mg/5ml (60ml) Stamox 47
184 Amoxycillin Suspension 250mg/5ml (90ml) Stamox 47
188 Amoxycillin + Clavulanic Acid Suspension 125mg + 31.5mg/5ml (90ml) Stamentin 47
190 Amoxycillin + Clavulanic Acid Suspension 250mg + 62.5mg/5ml (90ml) Stamentin 47
191 Amoxycillin + Clavulanic Acid Inj 600mg Stamentin 52
192 Amoxycillin + Clavulanic Acid Inj 1.2g Stamentin 52
194 Ampicillin Inj 500mg Ampistal 47
196 Ampicillin + cloxacillin Cap 250mg+ 250mg Staclox 45
198 Ampicillin + cloxacillin Inj 250mg+ 250mg Staclox 45
199 Ampicillin + cloxacillin Cap 125mg+ 125mg Staclox 45
266 Flucloxacillin + Amoxicillin Cap 250mg+ 250mg Flustal 48
271 Imipenem + Cilastatin Inj 500mg Primaxin 53
282 Meropenem Inj 500mg Merostin 53
283 Meropenem Inj 1000mg Merostin 53
289 Pipercillin + Tazobactam Inj 2.25g Talzon 53
290 Pipercillin + Tazobactam Inj 4.5g Talzon 53




146 Stancos Pvt Ltd Shiekhupura Manufacturer Recommended
it st Aot Seed (PO eo
a7 Recommendatons{ORAPIPSOCA Regsered) 1000 PRO-ENOL %0
147 Stanley Pharma Peshawar Manufacturer Recommended
2 Metronidazole Tab. 400mg Riam 54
3 Metronidazole Susp.200mg /5ml, 90ml Riam 52
44 Ibuprofen Susp.200mg /5ml, 90ml Fenbro 8 Plus 56
45 Ibuprofen Susp.200mg /5ml, 120ml Fenbro 59
47 “Aﬂceize"amic Tab. 250mg Kamic 52
48 Mefenamic Tab.500mg Kamic forte 54
Acid
57 Paracetamol Oral Drops80mg / 0.8ml, 30ml Pedrol Drops 56
59 Paracetamol Susp. 120mg /5ml ,120 ml Pedrol 54
60 Paracetamol Susp. 250mg /5ml 90 ml Pedrol Fort 54
64 Paracetamt_)l + Teb. 450mg+35mg Rid-all 54
Orphenadrine
68 Albendazol Bendazol 51

Tab. 200mg




Bendazol

69 Albendazol Susp. 200mg /5ml,10 ml 54
166 Loratadine Tab.10mg Lorid 54
239 Ciprofloxacin Tab.250mg Rozid 52
240 Ciprofloxacin Tab.500mg Rozid 54
260 Doxycycline Cap.100mg Ridox 54
375 Ferrous Sulphate Syp. 100mg /5ml,120 mi F.S 54
497 Al—:;g:g::gz+ Magnesium ftzjzp.mIZlSmg /5mk+ 80mg / Sml +25mgf Sml, Manacid 59
Hydroxide + Simethicone
500 Dimenhydrinate Syp.12.5mg /4ml,60 mi Dymin 52
502 Dimenhydrinate Tab.50mg Dymin 54
503 Domperidon Tab.10mg Domtek 52
504 Domperidon Syp. 5mg/ 5ml, 120 ml Domtek 54
532 g{?::eipheﬂ Tab. 50mg Hex 54
766 Acefylline Syp.125mg /5ml 120 mi Bropt 54
Aminophylline+
777 Diphenhydramine Syp. 32mg + 8mg + 30mg /5ml Broxol 54

+Amonium
Chloride

120ml




148 Sudais Associates Peshawar Importer The inspection team at the time of inspection observed that

O Dr. Japan Co Limited (Spinal Needle): . . .

T Valid full quality assurance duly attested from embassy concerned was present at the time of inspection. 1012 Disposable Sterile Spinal Needle 18G Dr.J 51

O Valid free sale certificate duly attested from embassy concerned was present at the time of inspection.

T Wellex Egypt:

0 EC/Full quality assurance certificate and free sale certificate duly attested from embassy concerned were not

gn;sAeSt in original at the time of inspection. Moreover, the quoted items of the said principal are not registered with 1013 Disposable Sterile Spinal Needle 196 Dr.J 46

O Ameco Tech. Egypt.

0 EC/Full quality assurance certificate and free sale certificate duly attested from embassy concerned were not

present in original at the time of inspection. Moreover, the quoted items of the said principal are not registered with

DRAP. 1014 Disposable Sterile Spinal Needle 20G Dr.J 51

O Jiangsu Ostup Medical Products Co., China:

0 EC/Full quality assurance certificate and free sale certificate duly attested from embassy concerned were not

present in original at the time of inspection.

Recommended for awarding the specified marks for the items mentioned in the scrutiny proforma for physical . X .

evaluation of Dr. Japan Co Ltd only (Spinal Needle) only. 1015 Disposable Sterile Spinal Needle 226 Dr.J 51
1016 Disposable Sterile Spinal Needle 23G Dr.J 51
1017 Disposable Sterile Spinal Needle 25G Dr.J 51
1018 Disposable Sterile Spinal Needle 271G Dr.J 51

149 Surge Laboratories Shiekhupura Manufacturer Recommended X .

4 Metronidazole Inf. 500mg / 100ml Intobix 31
10 Atracurium Inj. 25mg / 2.5ml Efacurium 48
11 Atracurium Inj. 50mg / 5ml Efacurium 48
12 Bupivacaine HCL 1nj.50mg/10ml Nerviok 45
13 Bupivacaine HCL Inj. 7.5mg/2ml Nerviok 45
22 Lignocaine HCI Inj. 200mg/10ml, 2% Lidoject 45
31 Suxamethonium Chloride 1nj.100mg/2ml Neuronium 35
39 Diclofenac Sodium Inj. 75 mg/3 mi Lisodim 50
46 Ketorolac Inj. 30mg / ml Toraject 45
62 Paracetamol Inf.1gm/100ml Feveral IV Infusion 26
67 Tramadol HCL Inj. 100mg / 2ml Trompol 30
107 Zoledronic Acid Monohydrate Inf.200ml Ledronic 10
142 Fluconazole inf. 100mg/ 50ml Influderm 26




173 Amikacin Inj. 100mg Prekacin 45
174 Amikacin Inj. 250mg Prekacin 45
175 Amikacin Inj. 500mg Prekacin 45
198 Azithromycin Tab. 250mg Romycin 26
199 Azithromycin Tab.500mg Romycin 26
201 Azithromycin Susp.200mg/ 5ml, 15ml Romycin 26
218 Cefotaxime Sodium 1nj.250 mg Surgitec 41
219 Cefotaxime Sodium Inj. 500 mg Surgitec 41
220 Cefotaxime Sodium Inj.1gm Surgitec 41
224 Ceftazidime 1nj.500 mg Xtrazid 46
225 Ceftazidime Inj. 1gm Xtrazid 46
226 Ceftriaxone Inj. 500 mg Sergifex 41
227 Ceftriaxone Inj. 1gm Sergifex 41
228 Ceftriaxone Inj. 2gm Sergifex 41
241 Ciprofloxacin Inf.200mg / 100ml Bacip 41
268 Gentamycin Sulphate Inj. 80mg/2ml Genxat 41
272 Levofloxacin Inf.500 mg / 100 ml Warior 31
278 Linezolid Inf. 200mg / 100ml Linze 26
279 Linezolid Inf. 600mg / 300ml Linze 26
284 Moxifloxacin Inf.400mg / 250ml Adloxin 26
302 Tigecycline 1nj.50mg Tigetral 26




307 Artemether 1nj.80mg/ml Rotem 45
311 Artesunate Inj. 60mg Artisurge 41
312 Artesunate Inj.120mg Artisurge 41
382 Iron Sucrose 1nj.100mg / 5ml Megafer 45
395 Tranexamic Acid Inj. 500mg / 5ml Tranmax 45
514 Metoclopramide Hydrochloride Inj. 10mg/2ml Clotide 35
519 Ondansetron Inj. 8mg / 4ml Nixvom 30
782 Ipratropium Bromide Soln. 500mceg/2ml Ventpro Respules 35
150 The Eastern Trade & distribution | Importer Recommended
Karachi
586 Hepatitis B Immunoglobulin Intravenous (Human) 2ml Hepatect (2ml) (Reg. # 14605) 37
653 Human Albumin 20% Low Salt 50 ml Human Albumin 20% (Reg. # 8459 ) 38
654 Human Albumin 20% Low Salt 100 ml Human Albumin 20% (Reg. # 8459) 38
587 1gM Enriched Immunoglobulin Intravenous (Human) 10ml Pentaglobin (0.50gm 10mi) (Reg. # 9943 41
587 1gM Enriched Immunoglobulin Intravenous (Human) 50 ml Pentaglobin (2.50gm 50ml) (Reg. # 9943) 41
151 The Searle Company Karachi Importer Recommended
I/V Cannula (Sterile having wings + injection port in
Except for item No. 1094 which is not fulfilling the required / advertised specifications. 1001 sterilized blister packing. The Cannula should be radio- 18G Medeco 56
opaque, as well as latex, pyrogen, and PVC free)
I/V Cannula (Sterile having wings + injection port in
1092 sterilized blister packing. The Cannula should be radio- 20G Medeco 56

opaque, as well as latex, pyrogen, and PVC free)




1/V Cannula (Sterile having wings + injection port in

1093 sterilized blister packing. The Cannula should be radio- 22G Medeco 56
opaque, as well as latex, pyrogen, and PVC free)
995 Disposable Insulin Syringe Ordinary sterile 30G, 31G 1ml Medeco 56
1027 Disposable Non-sterile latex Examination gloves (Powdered) |S,M,L ProTiex 58
1022 Disposable Latex Surgical Gloves (Powder-Free) 6.5,7,7.5,8 ProTiex 49
1023 Disposable Latex Surgical Gloves (Powdered) 6.5,7,7.5,8 ProTiex 58
152 UDL Distribuition Karachi Importer Recommended
Arterial Catheter (Sterile wings having holes, Spring Wire
Except for item quoted at Formulary No. 1096 (Intra osseous Needle Different Sizes) due to non provision of samples |904 Guide Handle, Black Feed Tube 20 GA X 1-3/4 (RA-04020) ARROW ARTERIAL CATHETER 20GA 51
for evaluation by MCC Experts/ End Users / Consultants.
. . N PLUER EVAC CHEST BOTTLE Il
936 Chest Drainage bottle with tubing CHAMBER 48
958 CVP line (Single Lumen) Different sizes ARROW CVP SINGLE LUMEN ADULT 41
959 CVP Line (Double Lumen) 7FrX20cm ARROW CVP DOUBLE LUMEN 52
ADULT
960 CVP line (Triple Lumen) 7FrX16cm (CV-12703) ARROW CVP TRIPLE LUMEN ADULT 52
960 CVP line (Triple Lumen) 7FrX20cm (CV-15703) ARROW CVP TRIPLE LUMEN ADULT 52




961 CVP line (Quad Lumen) CV-12854 8.5Fr X 16cm ARROW CVP QUARD LUMEN ADULT 51
966 Dialysis Catheters (Double Lumen) 16 cmx12F (CV-12122) ARROW DOUBLE LUMEN CATH 54
967 Dialysis Catheters (Double Lumen) 20 cmx12Fr (CV-15122) ARROW DOUBLE LUMEN CATH 53
1225 Two-Way Foley Catheter (Silicon Coated) 12fr 12Fr RUSCH GOLD II FOLLEY CATH 49
1226 Two-Way Foley Catheter (Silicon Coated) 14fr 14Fr RUSCH GOLD II FOLLEY CATH 49
1227 Two-Way Foley Catheter (Silicon Coated) 16fr 16Fr RUSCH GOLD II FOLLEY CATH 49
1228 Two-Way Foley Catheter (Silicon Coated) 18fr 18Fr RUSCH GOLD II FOLLEY CATH 49
1229 Two-Way Foley Catheter (Silicon Coated) 20fr 20Fr RUSCH GOLD Il FOLLEY CATH 49
1230 Two-Way Foley Catheter (Silicon Coated) 22fr 22Fr RUSCH GOLD Il FOLLEY CATH 49
153 Uniferoz Karachi Manufacturer Recommended
894 Adhesive Tapes (Paper) 25mm x 4.5mtr / 17 Box (Pack of 12 Rolls)  |Nichipore Surgical Paper Tape 57
895 Adhesive Tapes (Paper) 50mm x 4.5mtr / 2” Box (Pack of 06 Rolls)  |Nichipore Surgical Paper Tape 57
896 Adhesive Tapes (Paper) 75mm x 4.5mtr / 3” Box (Pack of 04 Rolls) Nichipore Surgical Paper Tape 57
897 Adhesive Tapes (Paper) 100mm x 4.5mtr / 4” Box (Pack of 03 Rolls)  [Nichipore Surgical Paper Tape 57
1099 Isopropyl Alcohol 70% Disposable Nonwoven Swabs (Pack of 200’s) Sani Swab Alcohol Pad 57
1122 Non Medicated sterilized adhesive post-operative wound 6x7cm Dermapore Dressing 57

dressing




1123 Non Medlcated sterilized adhesive post-operative wound 9 x 10cm Dermapore Dressing 57
dressing

1124 Non Medlcated sterilized adhesive post-operative wound 9 x 15cm Dermapore Dressing 57
dressing

1125 Non Medlcated sterilized adhesive post-operative wound 10 x 20em Dermapore Dressin 57
dressing

1126 Non Medlcated sterilized adhesive post-operative wound 9 x 25cm Dermagore Dressing 57
dressing

1128 Non-woven Fabric Surgical Adhesive Fix Roll 10cm x 10m Dermapore Fix Roll 57
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Unisa Pharmaceuticals
AkoraKhattak

Manufacturer

The inspection team at the time of inspection observed that

« In quarantine area temperature recorded was 32.5¢ and 10%RH. Further, temperature log sheet was neither
available nor shown to the inspection team. Further the firm failed to provide SOP regarding storage conditions of
quarantlne area.

* HVAC was not functional in RMS.

< In built magnehelic gauge of the dispensing booth was not working.

« Activities in In process quality control lab were hap hazard and documents available were not verified. Moreover,
two burettes were filled with unknown/un-labelled titrants & without valid documented reasons. No PH meter,
Polarimeter were available in IPQC.

« In finished goods store, no GSP was observed. Temperature recorded was 32.5C and HVAC was not functional. It’s
worthwhile that the label claim of the items present at the time of inspection was stored at temperature not exceeding
25C.

« Overall poor cleanliness and poor temperature control were observed in the production area as HVAC functioning
was compromised. The firm was asked about the cleaning and HVAC validation documents. But the firm failed to
provide to the inspection team.

* GLP was not observed e.g. for infusion paracetamol, innovator specs were used in QC lab and its validation was also
not performed.

« In microbiology lab, no positive control test was carried out for the samples to check the sterility.

« The firm provided technical staff list of the quality assurance department wherein Mr. Hasseb Ul Haq was shown as
Quality Assurance in charge. Further in this regard, the said person is also engaged as Pharmacist In charge at Aqib
Trading Company Akora Khattak District Nowshera (at S.No. 3)

* SOP’s for RO plant was not shown to the inspection team. Moreover, the firm failed to provide the integrity test
being performed for cartridge filter of RO plant.

In view thereof, the firm is Not Recommended.

Not Recommended




155 Unisa Pvt Ltd Akora Khattak Manufacturer Recommended
Except for item quoted at No. 1087 which is disqualified in DTL testing. 941 Cord Clamp UNICORD 59
992 Disposable Syringe AUTO DISABLE (Blister Paking) Sterile| 3cc UNiILOCK 59
993 Disposable Syringe AUTO DISABLE (Blister Paking) Sterile |5cc UNiILOCK 62
997 Dlspusable Syringe AUTO DISPOSABLE (Blister Paking) 10cc UNLECT 61

Sterile

1088 1.V. Fluid administration Set with Extra Injection Port UNISET with Y-Port 59

156 Usmanco International Karachi Importer Recommended
936 Chest Drainage Bottle with Tubing BTDS-2001 Thoracic Drainage System 54
037 Chest Tube (with trocar ) Different Size Sizes: 16Ch, 20Ch, 24Ch, 28Ch & 32Ch E‘;”“'C Catheter With Trocar, Standard 54
938 Chest Tube (without trocar ) Different Size Sizes: 16Ch, 20Ch,24Ch, 28Ch, 32Ch & 36Ch | Thoracic Catheter Without Trocar 54
969 Disposable Endotracheal Tube without cuff 2.5mm 25 Endosoft 53
970 Disposable Endotracheal Tube without cuff 3.0mm 3 Endosoft 53
971 Disposable Endotracheal Tube without cuff 3.5mm 35 Endosoft 53
972 Disposable Endotracheal Tube without cuff 4.0mm 4 Endosoft 53
973 Disposable Endotracheal Tube without cuff 5.0mm 5 Endosoft 52




974 Disposable Endotracheal Tube without cuff 5.5mm 55 Endosoft 52
980 Disposable Endotracheal Tube with cuff 4.0mm 4 Endosoft 53
981 Disposable Endotracheal Tube with cuff 4.5mm 45 Endosoft 53
982 Disposable Endotracheal Tube with cuff 5.0mm 5 Endosoft 53
983 Disposable Endotracheal Tube with cuff 5.5mm 55 Endosoft 53
984 Disposable Endotracheal Tube with cuff 6.0mm 6 Endosoft 53
985 Disposable Endotracheal Tube with cuff 6.5mm 6.5 Endosoft 53
986 Disposable Endotracheal Tube with cuff 7.0mm 7 Endosoft 53
987 Disposable Endotracheal Tube with cuff 7.5mm 7.5 Endosoft 53
988 Disposable Endotracheal Tube with cuff 8.0mm 8 Endosoft 53
1002 Disposable Sterile Nasogastric Tube 4Fr AFr Feeding Tube (Radioppaque Line DEHP 55

Free)




Feeding Tube (Radioppaque Line DEHP

1003 Disposable Sterile Nasogastric Tube 5Fr 5Fr Free) 55
1004 Disposable Sterile Nasogastric Tube 6Fr 6Fr E?:;i”g Tube (Radioppaque Line DEHP 55
1005 Disposable Sterile Nasogastric Tube 8Fr 8Fr E‘:::)'”g Tube (Radioppaque Line DEHP 55
1006 Disposable Sterile Nasogastric Tube 10Fr 10Fr E‘:::)'”g Tube (Radioppaque Line DEHP 55
1007 Disposable Sterile Nasogastric Tube 12Fr 12Fr t‘;’::g‘asgéi{(;a;hrzsrie‘"" (Radiopaque 55
1008 Disposable Sterile Nasogastric Tube 14Fr 14Fr t‘;’::g‘asgéi{(;a;hrzsrie‘"" (Radiopaque 55
1009 Disposable Sterile Nasogastric Tube 16Fr 16Fr E:’::Q;SSZL?SZSFLE‘“" (Radiopaque 55
1010 Disposable Sterile Nasogastric Tube 18Fr 18Fr E:’::Q;SSZL?SZSFLE‘“" (Radiopaque 55
1011 Disposable Sterile Nasogastric Tube 20Fr 20Fr E:’::Q;SSZL?SZSFLE‘“" (Radiopaque 55
1053 Feeding Tube with Stopper Cap 6Fr 6Fr E:g)iﬂg Tube (Radioppague Line DEHP 55
1054 Feeding Tube with Stopper Cap 8Fr 8Fr Feeding Tube (Radioppague Line DEHP 55

Free)




Feeding Tube (Radioppaque Line DEHP

1055 Feeding Tube with Stopper Cap 10Fr 10Fr Free) 55
1056 Feeding Tube with Stopper Cap 12Fr 12Fr E‘::g)i”g Tube (Radioppague Line DEHP 55
1057 Feeding Tube with Stopper Cap 14Fr 14Fr ﬁa::g?gf; %a;’::‘;fievin (Radiopaque 54
1058 Feeding Tube with Stopper Cap 16Fr 16Fr Ea::gjxs[t;;;(;ag:zt;r-Levin (Radiopaque 54
1059 Feeding Tube with Stopper Cap 18Fr 18Fr Ea::gjxs[t;;;(;ag:zt;r-Levin (Radiopaque 54
1060 Feeding Tube with Stopper Cap 20Fr 20Fr S?::gfgg;?g:z‘g"‘evm (Radiopague 54
1095 1V Flow Regulator - B-Flow (Flow Regulator) 54
1163 Sterile Nelaton Catheter 12Fr 12Fr Nelaton Catheter 46
1164 Sterile Nelaton Catheter 14Fr 14Fr Nelaton Catheter 46
1165 Sterile Nelaton Catheter 16Fr 16Fr Nelaton Catheter 46




1184 Sterile Suction Catheter 6Fr 6Fr Suction Catheter with Kapkon Connector 54
1185 Sterile Suction Catheter 8Fr 8Fr Suction Catheter with Kapkon Connector 54
1186 Sterile Suction Catheter 10Fr 10Fr Suction Catheter with Kapkon Connector 54
1187 Sterile Suction Catheter 12Fr 12Fr Suction Catheter with Kapkon Connector 54
1188 Sterile Suction Catheter 14Fr 14Fr Suction Catheter with Kapkon Connector 54
1189 Sterile Suction Catheter 16Fr 16Fr Suction Catheter with Kapkon Connector 54
1190 Sterile Suction Catheter 18Fr 18Fr Suction Catheter with Kapkon Connector 54
1192 Stop Cock 3 way with Extension - ;’gzeeway Stopeack Witubing x 10 ¢m 72 55
992 Disposable Auto Disable Syringe (Blister Packing) Sterile 3ml |3ml Yi Xin 53
993 Disposable Auto Disable Syringe (Blister Packing) Sterile 5ml |5ml Yi Xin 54
996 Disposable Syringe Ordinary (Blister packing) sterile 1ml 1ml UCI Disposable Syringe 55




997 Disposable Syringe Ordinary (Blister packing) sterile 10ml 10ml UCI Disposable Syringe 55
998 Disposable Syringe Ordinary (Blister packing) sterile 20ml 20ml UCI Disposable Syringe 55
999 Disposable Syringe Ordinary (Blister packing) sterile 50ml 50ml UCI Disposable Syringe 45
1/V Cannula (Sterile Having Wings + Injection Port in
1089 Sterilized Blister Packing The Cannula Should be Radio- 14G B-Cat 2 L.V. Cannula 56
Opaque, as well as Latex, Pyrogen and PVC Free) 14G
1/V Cannula (Sterile Having Wings + Injection Port in
1090 Sterilized Blister Packing The Cannula Should be Radio- 16G B-Cat 2 I.V. Cannula 57
Opaque, as well as Latex, Pyrogen and PVC Free) 16G
I/V Cannula (Sterile Having Wings + Injection Port in
1091 Sterilized Blister Packing The Cannula Should be Radio- 18G B-Cat 2 I.V. Cannula 58
Opaque, as well as Latex, Pyrogen and PVC Free) 18G
I/V Cannula (Sterile Having Wings + Injection Port in
1092 Sterilized Blister Packing The Cannula Should be Radio- 20G B-Cat 2 I.V. Cannula 59
Opaque, as well as Latex, Pyrogen and PVC Free) 20G
I/V Cannula (Sterile Having Wings + Injection Port in
1093 Sterilized Blister Packing The Cannula Should be Radio- 22G B-Cat 2 I.V. Cannula 59
Opaque, as well as Latex, Pyrogen and PVC Free) 22G
I/V Cannula (Sterile Having Wings + Injection Port in
1094 Sterilized Blister Packing The Cannula Should be Radio- 24G B-Cat 2 I.V. Cannula 58
Opaque, as well as Latex, Pyrogen and PVC Free) 24G
157 Vikor Healthcare Hub Manufacturer Recommended
Except 1271 ige'giz :{éﬁ;’f';;;";%g;d'ed taper point 410 SURGILINE Surgigut Chromic (CT224) 55
for
1. Items quoted at 1021, 1037, 1038, 1112, 1113 due to non-provision of cGMP certificate issued by DRAP.
2. Item Quoted at No. 1273 which is disqualified in DTL testing. ; i s
1272 20mm, 1/2 circle round bodied taper point 3/0 SURGILINE Surgigut Chromic (CT214) 55
needle, strand length 70cm
26mm, 1/2 circle round bodied taper point . .
1274 needle, strand length 70cm 2/0 SURGILINE Surgigut Chromic (CT221) 55
1275 40mm, 1/2 circle round bodied taper point 0 SURGILINE Surgigut Chromic (CTH205) 55

needle, strand length 70cm




30mm, 1/2 circle round bodied taper point

1276 needle, strand length 70cm 0 SURGILINE Surgigut Chromic (CT212) 55
1277 :ge”;;‘; ;’;ﬁ'd'f';;:";%f;d'ed {aper point 1 SURGILINE Surgigut Chromic (CT205) 55
1278 zge”;r; i’gg&'ﬁ;;ﬁg‘ég&d'ed {aper point 1 SURGILINE Surgigut Chromic (CT207) 55
1279 :ge”;r; :{ég&'ﬁ;;ﬁg‘ég&d'ed {aper point 2 SURGILINE Surgigut Chromic (CTH201) 55
1281 zge”;r; é’tfaf‘i[;ﬁ':n;‘m”fstc’gfied {aper point 300 SURGILINE Silk Braided (ST209) 55
1282 igen;r; é/tfaf‘i;clleen;ot;n;islggfied taper point 3/0 SURGILINE Silk Braided(ST210) 55
1283 ign;rr:, 3/8 circle conventional cutting needle, Strand length 30 SURGILINE Silk Braided (SI301) 55
1286 26mm, % circle round bodied taper point needle, Strand 200 SURGILINE Silk Braided (ST207) 55
length 75cm
1289 fe(;rgtnhm;gzc%iqrcle round bodied taper point needle, Strand 1 SURGILINE Silk Braided(STH202) 55
1201 :L(;Ztn’:.;gzc%iqrcle round bodied taper point needle, Strand 2 SURGILINE Silk Braided (STH201) 55
1339 1221”:1 3/8 circle conventional cutting needle, strand length 40 SURGILINE Surgilene (NX308) 55
1340 Somm, :rﬁecr'jrﬁfe;‘l’:”;r';ﬁz'f:n;ﬂeggf;“ an SURGILINE Surgilene (NTD206) 55
1342 Aomm, aﬁgﬁfé;‘::"grzzﬂ'f:n;ﬁe;é’c‘x“ 30 Surgiline Surgilene (NTD203) 55
1343 ige“;r; i{éﬁg‘;;;ﬁg‘ég;d'ed taper point double armed |, SURGILINE Surgilene (NTD202) 55
1344 Izei;n;,?lslir(r:]ircle round bodied taper point needle, strand 200 SURGILINE Surgilene (NT206) 55
1345 26mm, 3/8 circle reverse cutting needle, strand length 45cm  |2/0 SURGILINE Surgilene (NR302) 55




26mm, 1/2 circle round bodied taper cut double needle, strand

1347 length 75cm 2/0 SURGILINE Surgilene (NCD201) 55

1348 30mm, 1/2 circle round bodied taper point needle, strand 200 SURGILINE Surgilene (NT205) 55
length 75cm

1350 60mm, straight cutting needle, strand length 75cm 2/0 SURGILINE Surgilene (NS002) 55

1351 40mm, 1/2 circle round bodied taper point needle, Strand SURGILINE Surgilene (NT204) 55
length 75cm

1352 40mm, 1/2 circle round bodied taper point needle, Strand SURGILINE Surgilene (NT202) 55
length 75cm

158 Vision Pharma Islamabad Manufacturer Recommended

62 Paracetamol Inf.1000 mg /100ml Acetamol 45

284 Moxifloxacin Inf.400 mg/250ml Odimox 43

516 Omeprazole Inj.40 mg / Vial Rapid 48

550 Hydrocortisone Inj. 100 mg/Vial Cortizone 48

551 Hydrocortisone Inj.250 mg/Vial Cortizone 48

159 Wilshire Laboratories Lahore Manufacturer Recommended

200 Azithromycin Tab. 250mg Zeecin 41

199 Azithromycin Tab. 500mg Zeecin 41

201 Azithromycin Susp. 200mg/5ml, 15ml Zeecin 41

213 Cefixime Cap. 400mg Secure 41

214 Cefixime Susp. 100mg/5m1 Secure 45




215 Cefixime Susp. 200mg/5ml Secure DS 45
216 Cefoperazone + Sulbactum Inj. 1gm Eleva Plus (1.V) (1.M) 45
217 Cefoperazone + Sulbactum Inj. 2gm Eleva Plus (1.V) (1.M) 45
226 Ceftriaxone Inj. 500mg Triax 45
227 Ceftriaxone Inj. 1gm Triax 45
241 Ciprofloxacin Inf. 200mg/100ml Quash Injection 200mg/100ml 31
246 Clarithromycin Susp. 125mg/5ml, 60ml Ranker 45
277 Linezolid Inj. 600mg/300ml Volinza 41
283 Moxifloxacin HCI Tab. 400mg Palzic 41
284 Moxifloxacin HCL Inf. 400mg/250ml Palzic 41
303 Vancomycin Inj. 500mg Zalpax 45
304 Vancomycin Inj. 1gm Zalpax 45
395 Tranexamic Acid 1nj.500mg/5ml Xavene 45
475 Rosuvastatin Tab. 10mg Qazzo 45
516 Omeprazole Inj. 40mg Benzim 45
519 Ondansetron Inj.8mg/4ml Onwil 35
573 Sitagliptin +Metformin Tablet 50+500mg Qosmet 45




160

Wimit Pharma Lahore

Manufacturer

The inspection team at the time of inspection observed that;

1. GMP was not compiled as the filling of omeprazole pellets were carried out manually to the loader instead of using
a hopper connected to the semi-automatic machine

Recommended for the award of specified marks for physical evaluation/inspection in the technical evaluation
proforma for the quoted items except Capsule Omeprazole.

22 Lignocaine HCI 2% Injection Ligwim 41
40 Diclofenac Sodium enteric coated 50mg Tablet Painsa 41
45 Ibuprofen Suspension (100mg/5ml) Ibuprofen 41
47 Ketorolac Inj 30mg/ml K-Lac 41
56 Nalbuphine 10mg Injection Nal-Bee 46
67 Tizanidine 4mg Tablet Xantix 41
68 Tramadol HCI 50mg Capsule W-Dol 41
146 Fluconazole 150mg Capsule Funol 41
156 Terbinafine Tab 250mg Terfun 41
162 Cetirizine Tab 10mg Cetrido 41
163 Cetirizine Syp 5mg/5ml Cetrido 41
166 Levocetirizine Syp 2.5mg/5ml Zarcet 41
200 Azithromycin Tab 250mg Azotrax 46




201 Azithromycin Tab 500mg Azotrax 46
241 Ciprofloxacin Tab 250mg Solo-Cip 31
242 Ciprofloxacin Tab 500mg Solo-Cip 31
262 Doxycycline Cap 100mg Microdox 41
275 Levofloxacin Tab 250mg Levodor 41
276 Levofloxacin Tab 500mg Levodor 41
279 Linezolid Tab 600mg Dilozen 41
285 Moxifloxacin Tab 400mg Moxi'la 46
381 Iron Hydroxide poly maltose complex Syp 50mg/5ml P-Malt 31
385 Mecobalamin Inj. 500mcg Mecowim 41
392 Rivaroxaban Tab 10mg Xaremit 41
394 Rivaroxaban Tab 20mg Xaremit 41
395 Tranexamic Acid Cap 500mg Tranza 41




397 Tranexamic Acid Inj 500mg Tranza 41
427 Clopidogrel Tab 75mg Wascorel 41
433 Dopamine HCI Inj 40mg/ml 5ml Dopa 46
437 Furosemide Inj 2ml Dreetay 41
477 Rosuvastatin Tab 10mg Rosuwim 46
504 Dimenhydrinate Inj 50mg Mavinate 41
506 Domperidone Tab 10mg Donits 41
507 Domperidone Susp 1mg/ml Donits 41
510 Famotidine Tab 40mg Famitol 41
521 Ondansetron Tab 8mg Dysit 46
522 Ondansetron Inj 2mg/ml 4ml Dysit 46
533 Zinc Sulphate Syp 20mg/5ml Zincwim 31
691 Citicoline Inj 2ml Colicit 41




708 Escitalopram Tab 10mg Esitor 41
718 Levetiracetam Tab 250mg Levic 41
719 Levetiracetam Tab 500mg Levic 41
735 Pregabalin Cap 50mg Ebalin 46
736 Pregabalin Cap 75mg Ebalin 46
737 Pregabalin Cap 150mg Ebalin 46
790 Salbutamol Syp 2mg/5ml Ventosal 31
161 Wyeth Pakistan Ltd Importer Recommended
594 Pneumococcal Conjugate Vaccine Inj. 13 PFS Prevenar 52
162 Zafa Pharma Karachi Manufacturer Recommended
421 Captopril Tablet 25MG Acetopril 50
34 Aceclofenac Tablet 100 MG Aczofena 50
306 Amodiaquine base USP Tablet 150 MG Amdaquin 36
305 Amodiaquine base USP Susp 150 MG/ 5 ML Amdaquin 36
175 Amikacin Injection 500 MG Amikacin 50
174 Amikacin Injection 250 MG Amikacin 50
173 Amikacin Injection 100 MG Amikacin 50
468 Nitroglycerin 0.05MG Tablet Angilingual 50




308 Artemether +Lumefantrine Tablet 40/240MG Arlufa 50
309 Artemether +Lumefantrine Tablet 80/480MG Arlufa 50
307 Artemether Injection 80MG/ML Arteza 50
784 Ketotifen Syrup IMG/5ML Asthotifen 51
783 Ketotifen Tablet 1 MG Asthotifen 37
412 Atenolol Tablet 100 MG Atenolol 50
202 Penicillin-G-Benzathine USP Inj 1.2MU/Vial Benzibiotic 41
831 Betamethasone Dipropionate Ointment 0.5MG Betadip 50
832 Betamethasone Dipropionate Cream 15MG Betadip 50
669 Ibandronic Acid Monosodium Monohydrate Tablet 150MG Bonzaf 50
213 Cefixim Capsule 400MG Ceforal-3 46
214 Cefixim Susp 100MG/5ML Ceforal-3 50
235 Cephradine Inj+ WFI 1G Cephgen-1 48
236 Cephradine Inj + WFI 500MG Cephgen-1 48
839 Clotrimazole Cream 1% 10MG Clotrim 50
840 Clotrimazole solution 1% 20ML Clotrim 50
874 Chlorhexidine 4% Gel 10MG Cordiclean 50
240 Ciprofloxacin Tablet 500 MG CP Zaf 50
239 Ciprofloxacin Tablet 250 MG CP Zaf 50




39 Diclofenac Sodium Injection 75 MG/3 ML Diclozaf 50
40 Diclofenac Sodium Tablet 50 MG Diclozaf 50
536 Dydrogestrone 10 mg USP Tablet 10 MG Dirogest 36
444 Hydrochlorothiazide Tablet 25 MG Diuza 50
211 Cefepime Inj+ WFI 500 MG Dizma-4 48
212 Cefepime Inj+ WFI 1GM Dizma-4 48
486 Levonorgestrel +Ethinyl Estradiol+Ferrous Fumarate BP Tablet 0.15mg+ 0.03 mg + 0.75mg Famila 28F 51
497 Medroxyprogesterone Acetate USP Injection 150 MG/ ML Famila 41
507 Famotidine Tablet 40 MG Famtaza 50
383 Mecobalamine Inj 500 MCG Ficobal 50
395 Tranexamic Acid Injection 500 MG Flexitran 36
513 Loperamide Capsule 2MG Floramax 52
376 Folic Acid BP Tablet 5 MG Folic Acid 52
532 Clomiphene Citrate BP Tablet 50 MG Gynofen 50
441 Hydralazine HCI Inj 20 MG Hydralazine 50
442 Hydralazine HCI Tablet25 MG Hydralazine 50
551 Hydrsocortisone Sodium Succinate Inj+ WFI 250 MG Hydro Sod Suc 48
550 Hydrsocortisone Sodium Succinate Inj + WFI 100 MG Hydro Sod Suc 48
852 Hydrocortisone Cream Cream 10 MG Hydrocortisone 50




382 Iron as Iron Succrose Injection 100 MG/5 ML Irofit 50
379 Iron-111 Hydroxide Polymaltose Syrup 100 MG /5 NL Irozaf 36
451 Labetalol Inj 50MG/10ML Labetalol 50
164 Levocetirizine Syrup 2.5MG/5ML Levozaf 40
276 Lincomycin HCI BP Injection 300MG/ML Lincozaf 50
452 Lisinopril Tablet SMG Lisna 50
574 Triamcinolone Inj 40 MG Lonacort 55
637 Magnesium Sulphate Inj 500 MG, 2ml Magnesium Sulp 53
638 Magnesium Sulphate Inj 500 MG, 10ml Magnesium Sulp 50
1 Metronidazole Tablet 200 MG Metrida 50
2 Metronidazole Tablet 400 MG Metrida 50
3 Metronidazole Susp 200 MG/5 ML Metrida 50
720 Mirtazapine USP Tablet 15 MG Mirtazep 36
283 Moxifloxacin Tablet 400 MG Molinza 50
168 Montelukast Tablet 5 MG Montaza 36
167 Montelukast Tablet 10 MG Montaza 36
648 Potassium Chloride BP Tablet 500 MG Neo-k 41
467 Nidepine Tablet 30 MG Nifedil XL 50




465 Nidepine Capsule 10 MG Nifedil 46
437 Nitroglycerin Tablet 2.6 MG Nitrosust 50
438 Nitroglycerin Tablet 6.4 MG Nitrosust 50
59 Paracetamol BP Susp 120 MG /5 ML Para 4 Kids 36
60 Paracetamol BP Susp 250 MG /5 ML Para 6 + 36
58 Paracetamol BP Tablet 500 MG Paracetamol 36
288 Piperacillin + Tazobactum Inj 4.5G Piperataz 48
425 Clopidogrel Tablet 75MG Platagg-1 50
737 procyclidine Tablet 5 MG Procholodin 36
10 Atracurium Besylate USP Inj 10 MG/ML Relaxtron 50
563 Misoprostol Tablet 200 MCG S.T. Mom 51
449 Isosorbide-Mononitrate Tablet20 MG Sorbimon 40
67 Tramadol Injection 100MG/2ML Tazdol 50
792 Terbutaline Sulphate USP Syrup 0.3MG/2 ML Tesmic 50
791 Terbutaline Sulphate Tablet 2.5 MG Tesmic 50
782 Ipratropium Bromide Nebuliser 0.5MG/ 2 ML Tropum 40
303 Vancomycin Injection 500 MG Vancomycin 36
304 Vancomycin Injection 1GM Vancomycin 36
273 Levofloxacin Tablet 250 MG Vofloza 50
274 Levofloxacin Tablet 500 MG Vofloza 50
494 Xylometazoline Saline 0.65% 30 ML Xynosine Saline 0.65% 52




495 Xylometazoline Nasal Drops 15 ML Xynosine (C.F.) 0.05% 52
496 Xylometazoline Nasal Spray (Adult) 0.10% 15 ML Xynosine 52
530 Zinc Sulphate Syrup 20 MG/5 ML Yes 2 Zinc 45
541 Gliclazide BP Tablet 80 MG Zaclazide 36
328 Acyclovir Capsule 200MG Zaclovir 36
889 Cholecalciferol Injection 5SMG/ML Zad 50
198 Azithromycin as Dihydrate Capsule 250 MG Zafamax 50
220 Cefotaxime Injection+ WFI 1 GM Zafixime 50
218 Cefotaxime Injection + WFI 250 MG Zafixime 50
219 Cefotaxime Injection + WFI 500 MG Zafixime 50
411 Atenolol BP Tablet 50 MG Zafnol 50
788 Salbutamol Solution 5 MG/ML Zaftolin 55
787 Salbutamol Syrup 2 MG/SML Zaftolin 55
785 Salbutamol Tablet2 MG Zaftolin 55
786 Salbutamol Tablet 4 MG Zaftolin 55
230 Cefuroxime Tablet 250 MG Zafurox 50
232 Cefuroxime Injection 750MG Zafurox 50
406 Amlodipine Tablet 5 MG Zamlo 51
188 Amoxicillin + Clavulanic Acid Dry Susp 312.50 MG Zamoclave 50
186 Amoxicillin + Clavulanic Acid Dry Susp 156.25 MG Zamoclave 50




189 Amoxicillin + Clavulanic Acid injection 600 MG Zamoclav 50
190 Amoxicillin + Clavulanic Acid injection 1.2 MG Zamoclav 50
184 Amoxicillin + Clavulanic Acid Tablet 625 MG Zamoclav 50
185 Amoxicillin + Clavulanic Acid Tablet 1 GM Zamoclav 50
183 Amoxicillin + Clavulanic Acid Tablet 375 MG Zamoclav 50
191 Ampicillin Inj+ WFI 250 MG Zampicillin 48
192 Ampicillin Inj + WFI 500 MG Zampicillin 48
193 Ampicillin Inj + WFI 1 GM Zampicillin 48
197 Ampicillin + Cloxacillin Capsule 250 MG Zampilox 46
194 Ampicillin + Cloxacillin Capsule 500 MG Zampilox 46
195 Ampicillin + Cloxacillin Inj+ WFI 250 MG Zampilox 48
196 Ampicillin + Cloxacillin Inj + WFI 500 MG Zampilox 48
394 Tranexamic Acid Injection250 MG Zatranx 36
706 Fluoxetine Capsule 20 MG Zaugxit 51
226 Ceftriaxone Inj IV/IM+ WFI 500 MG Zeftrox 48
227 Ceftriaxone Inj IV/IM +WF 1 GM Zeftrox | 48
46 ketorolac Tromethamine Injection 30ML/ 1ML Zetrolac 50




529 Zinc Sulphate Tablet 20 MG Zindigi 45
224 Ceftazidime Inj +WFI 500 MG Zipenta 48
225 Ceftazidime Inj +WFI 1GM Zipenta 48
408 Amlodipine + Valsartan Tablet 5 MG/80 MG Zodip-V 50
409 Amlodipine + Valsartan Tablet 5 MG/ 160 MG Zodip-V 50
410 Amlodipine + Valsartan Tablet 10 MG/160 MG Zodip-V 50
166 Loratidine Tablet 10 MG Zorat 50
456 Losartan Potassium Tablet 50 MG Zosartan-K 50
176 Amoxicillin Capsule 250 MG Zoxicillin 46
177 Amoxicillin Capsule 500 MG Zoxicillin 46
175 Amoxicillin Inj + WFI500 MG Zoxicillin 48
178 Amoxicillin Susp 125 MG Zoxicillin 50
181 Amoxicillin Susp 250 MG Zoxicillin 50

Errors and Omissions are subject to subsequent rectification.




