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CERTIFICATE OF GMP COMPLIANCE OF MANUFACTURER 

Part 1 

Issued following an inspection in accord~ with current.Good1Manufacturing Practice Guidelines, and 
the Regulation on Manufal turing Plants of•Medicinal Pro~ ts1for HumanıtJse• .. and the Law No 1262 
on Pharmaceutical~ nd Medicinal,Preparation~ Th esefre~lations""-are in,İint with-fıle requirements of 
Phannaceutical "'°inspectio'n cofoP.tr'ation~Sclieme (PIGl;f ~ d th~ Directives Ôf the European 

Commission. . / A. 1/ , 
Turkish Medicinesıand Medical bevices Agenl y confirrns the follow ing) 

~ ' I I . \\. 
Manufacturer's Name : ·PObİFARMA-İI::AÇ SAN.NE TIC. A.Ş. r ~ :\ . -:ı.. ı:: ~ - 1 ez 

Head Office / Correspondence Address:~Vıikıflar OSB Mah;,Sanayi Cad.rNo:22/1 

\ 

. - §.rg~e/f~JSieJ>Aô - J 1 / 
Site Addr~ss (Vakıflar Q_ SB~aiiaİlesi Sanayi'taödesi No:22/1 

Manufacturing Authoriı.ation•Date : TR/ÜY/2öT9/l l-10 h ~ 
Ergene/.TEKİRDAÔ J 

r ..-._m --~ ,,, 
Manufacturing Authoriz.ation·Number : O 1. l l .2024 

H b . d'· \: 'h G :.ı M " . / p~ . G "d
0 

1· 'th. R 1 . as een mspec!e m accor~nc~ wı~ ~urrent oou~ anu,acn,ıng ract!;e uı e ıne~~;,.. e egu atıon 
on Manufacturing Plants of Medicinal Products for Human.0se~th~ Law No 1262 on-.Phannaceutical 
and Medicinal P~ducts. .,,,, , ti \ı\ / -
From the knowledge:gaineO during ~ ction,ofthis m~ufa~ , the latest of.which was conducted 
on 19-23.02.2024, it 'fs~considered, tbat it complies with the' requirements ~3f'oood Manufacturing 
Practice (GMP). , 

This certifıcate reflects the status öfith~\ıpan~facturing sitt ~t~ e:tiine of the inspection, and Turkish 
Medicines and Medical Devices Agency should:be cons ufied'to verify compliance ofthe manufacturing 
site with GMP requirements if more than 3 years have elapsed since the date of inspection. However, 
this period of validity may be reduced or extended using regulatory risk managernent principles by an 
entry in the Restrictions or Clarifying remarks fıeld. 

This certifıcate is valid only when presented with ali pages and both Parts I and 2. 

The authenticity of this certifıcate may be verifıed by Turkish Medicines and Medical Devices Agency 
upon request. 

*This regulation is a/igned with European Un, · irective Directive 2003/94/EC /aying down the principles and 
guidelines of good manufacıuring praclice fo dicinal products for human use, and Directive 200 I /83/EC on 
the Community code re/ating to medicinal pr Is for uma se. 

ErayKAP AN 
Vice President ofthe Agency 
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Part2 TR/GMP/2024/ 151 

• Human Medicinal Products 

1- MANUFACTURING OPERATIONS - MEDICINAL PRODUCTS 

Jf the company is engaged in manufacture of products with special requirements, e.g. radiopharmaceuticals or 
products containing penicillin. sulphanomides, cytoıoxics, cephalosporins, subsıances with hormona/ activity or 
other polenlially hazardous active ingredients, ıhis should be stated under the relevant product type and dosage 
orm. 
1.1 Sterile Products 

1.2 

1 .1.2 Tenninally sterilized (processing operations for the following dosage forms) 
1 .1.2. l Large volume liquids 

- Solution for cardioplegia 
- Bladder irrigation 
- Solution for infusion, 
- Solution for peritoneal dialysis 
- hrigation sôlution 
- Emulsion for infusion 

1.1.2.3 Small volume liquids ..-,, 
_.EinulsiÔn for injection/infüsion f 
-"E e ciro "'emulsion.,,... . ı, . 

l'.3 ~2 Batch certifıcation· 
....: 1~3';22 Celi ther'apy products J 
:. 1.3.2.6 H~min or~animal extract derived 

l.S Packa in 
l St Pri~ PacJaging \ 

I I.S:1:5 Li uids for.eitemal use 
1.5 .21 Secondary packaging ~ .. "1.. 

1.6 Quallty control testınğr '1·., 

.. 

"" 1 .6.2 Microbiological '(non-sterility) 9 
l .6.3 Chemical/P,hysical _, ,_ 

1.6.4 Biologicaltesting ı ._, 
Any restrictions or clarify!~g remarks related·t9 tlie scope of,tliis certificate: 
1. 1.2.1 Applicable to PVC lfag! ~lypropylene'bag, glass bottle and polypropylene bottle. 
1.1.3 it has been found appropriat~N~ allo~ P.arametric;relea's~ctivity for products named "Polifleks 
%0,9 İzotonik Sodyum Klorür I.V. İnfüzy'on için Çözelti", "Polifleks %5 Dekstroz Sudaki LV. İnfüzyon 
İçin Çözelti", "Polifleks Laktatlı Ringer I.V. İnfüzyon İçin Çözelti" (PP Torba) and "Polifleks İzolen 
Dengeli Elektrolit İ.V. İnfüzyon İçin Çözelti" (PP Torba). 
1.3.2.2 Valid for batch release activities including batch control analyses for "Corona Vac 600SU/0,5ml 
iM Enjeksiyonluk Süspansiyon içeren Flakon ve CoronaVac 600SU/0,5ml iM Enjeksiyonluk 
Süspansiyon içeren Kullanıma Hazır Enjektör" products. 
1.5. 1.5: The inhalation solution is in an aluminum bottle primary packaging. 
1.6.4 "CoronaVac 600SU/O,Sml iM( eksiyonluk Süspansiyon içeren Flakon ve CoronaVac 
600SU/0,Sml iM Enjeksiyonluk Süsp s on iç ren Kullanıma Hazır Enjektör" products are valid for 
serial control analysis. 

ray KAPLAN 
Vice President ofthe Agency 

Adres: Söğiitözü Mahallesi 2176. Sok. No:5 06520 Çankaya/ANKARA 
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60 

2/4 



TR/GMP/2024/ l 5 l 

2 - IMPORTATION OF MEDICINAL PRODUCTS 

2.1 Quality control testing of imported medicinal products 
2.1.4 Biological 

2.2 Batch certification of imported medicinal products 
2.2.3 Biological medicinal products 

2.2.3.2 lmmunoloıtical products 
Any restrictions or clarifying remarks related to the scope of this certificate: 
2.1.4 "Corona Vac 600SU/0,5ml iM Enjeksiyonluk Süspansiyon içeren Flakon ve Corona Vac 
600SU/0,5ml iM Enjeksiyonluk Süspansiyon içeren Kullanıma Hazır Enjektör" products are valid for 
serial control analysis. 
2.2.3.2 it is valid for batch release activities ,that include batch control analyzes for "CoronaVac 
600SU/0,5ml iM Enjeksiyonluk Silspansiyon içeren :,--Flakon ve CoronaVac 600SU/0,5ml iM 
Enjeksiyonluk Süspansiyon) çeren Kullanı~,Hazır Enjektöi'' pr6ducts. 

• Human lnvestigationa l'MedicinallProducts (for Phase 1, il, lll'(~linical tria~) ' , ' • 

lf the comp_any is engaged in manüfacıüre of products with spiciiil reguirements, e.g. radiopharmaceutica/s or 
producıs contai,;ingpeniclllinJsJİp_h~omides, cy_t;;;t;'xics, cephalo;p;;_;ns'~substances .Jiıh Hôrmonal activiıy or 
other polenlially hai ardÔus aciT:e°1ngredients, this shou/d be sıated u";ıder1İıe ~ıevrfnt.'produ"f;t, type and dosage 
orm. ' / Cıt. / \ ,-~ \ '+ 

1.2 

1.112 Tenninally ster ili7fd {pfQ_cessing'operations for,the föllo_wing dosage. foims) 
,ı ~ 1.2.1 Ülrge volume liquids ~ 

~ • Solutiön,for.cardioplegia 
~ • Bladder iniğation 
V, - SolÜtion for infıısion 

- Solutionı_forperitoneal dialysis 
,. -~lnigation solution 

• Emulsiiın formfiısion 
1. ı (iTsmal\voıu':ne liqu ids 

- Emulsion ·ror in'ectiÔıİ7infusion 
1.1.3 Batch certifiçation, V ,Al 
Non-stenle roducts "'-.. ._ 
1 .2.1 Non-ste'rile pröducts (processing OP.erations for the föllowing dosage fonns)" 

1.2.1.5 :Liquids for extemal.use 
- 1 nhaliıtion solution 

1.2.2 Batch certifıcation1 ... 
1.3 Biological medicinal prödu.çts.L. . 

1.3.2 Batch certifıcation 
1.3.2.2 Celi therapy products 
1.3.2.6 Human or animal extract derived roducts 

ı.s Packa in 
1.5. l Primary Packaging 

l.S. I.S Li uids for extemal use 
1.5.2 Secondary packaging 

1.6 Quality control testing 
1 .6.1 Microbiological (sterility) 

1.6.2 Microbiological (non-sterility) 
1.6.3 Chemical/Physical 
1.6.4 Biological testing 
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