TURKISH MINISTRY OF HEALTH
Turkish Medicines and Medical Devices Agency

X

Republic of Turkey
Minislry of Heallh

Certificate No: TR/GMP/2018/333
CERTIFICATE OF GMP COMPLIANCE OF MANUFACTURER

Part 1

Issued following an inspection in accordance with current Good Manufacturing Practice Guidelines, and
the Regulation on Manufacturing Plants of Medicinal Products for Human Use* and the Law No 1262 on
Pharmaceutical and Medicinal Preparations. These regulations are in line with the requirements of
Pharmaceutical Inspection Co-operation Scheme (PIC/s) and the Directives of the European Commission.

Turkish Medicines and Medical Devices Agency confirms the following:

Manufacturer’'s Name : Mefar Jlag San. A S.

Head Office / Correspondence Address : Ramazanoglu Mah. Ensar Cad. No:20 TR-34906 Kurtkoy
Pendik Istanbul Tiirkiye

Site Address : Ramazanoglu Mah. Ensar Cad. No:20 TR-34906 Kurtkoy

Pendik Istanbul Tiirkiye
Manufacturing Authorization Date : 01/02/2008
Manufacturing Authorization Number : 2008/01

Has been inspected in accordance with current Good Manufacturing Practice Guidelines, the Regulation on
Manufacturing Plants of Medicinal Products for Human Use, the Law No 1262 on Pharmaceutical and
Medicinal Products.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
18-21/09/2018, it is considered that it complies with the requirements of Good Manufacturing Practice
(GMP).

This certificate reflects the status of the manufacturing site at the time of the inspection, and Turkish
Medicines and Medical Devices Agency should be consulted to verify compliance of the 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 management principles by an entry in
the Restrictions or Clarifying remarks field.

This certificate is valid only when presented with all pages and both Parts 1 and 2.

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

*This regulation is aligned with European Union Directive Directive 2003/94/EC laying down the principles and
guidelines of good manufacturing practice for medicinal products for human use, and Directive 2001/83/EC on the
Community code relating to medicinal products for human use.

Address: S6gitozi Mahallesi 2176. Sok. No:5 06520 Cankaya/ ANK ARA
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60
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TURKISH MINISTRY OF HEALTH
Turkish Medicines and Medical Devices Agency

Part 2

B Human Medicinal Products *

1 MANUFACTURING OPERATIONS - MEDICINAL PRODUCTS*

If the company is engaged in manufacture of producis with special requirements, e.g. radiopharmaceuticals or
products containing penicillin, sulphanomides, cytotoxics, cephalosporins, substances with hormonal activity or
other potentially hazardous active ingredients, this should be stated under the relevant product type and dosage
Sform.
1.1 |Sterile Products
1.1.1 Aseptically prepared (processing operations for the following dosage forms)

1.1.1.1 Large volume liquids (Vial)

1.1.1.2 Lyophilisates (Ampoule, vial)

1.1.1.4 Small volume liquids (Ampoule, vial, PFS, BFS. BFS strip liquid inhalation-nebulizer)

1.1.2 Terminally sterilized (processing operations for the following dosage forms)
1.1.2.1 Large volume liquids (77al)
1.1.2.3 Small volume liquids (Ampoule, vial, PFS)

1.1.3 Batch certification
1.3 | Biological medicinal products

1.3.1 Biological medicinal products

1.3.1.5 Biotechnology products

1.3.1.8 Other biological medicinal products (Bulk vaccine filled in PFS and Ampoule; 13V conjugate
preuntococcus vaccine-Prevenar |3 production; Pentaxim 0.5 PFS filling and packaging: Tetraxim 0.5 IM Injectable
Suspension PFS production)
1.3.2 Batch certification

1.4 | Other products or manufacturing activity

1.4.2 Sterilization of active substances/excipients/finished products
1.4.2.1 Filtration
1.4.2.3 Moist heat

1.5 | Packaging
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

27/12/2018 TR/GMP/2018/333
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MIHICTAPCTBA
AXOBBI 3J1APOVsI
P3CIIYBJIKI BEJIAPYCh

Byn. Mscuikosa, 39, 220048, r. Minck
p/p 3604900000010 y AAT «AAB benapycbarisn
Koa 793. Tan. 222-65-47, daxc 222-46-27
e-mail: mzrb@@belcmr. by,
mmzdrav@mallgo» b\

MHUHUCTEPCTBO
3JAPABOOXPAHEHH S
PECIIYBJIUKH BEJIAPYCb
yi. Mscnuxkosa, 39, 220048, 1 Munck
p/c 3604900000010 8 OAQ «ACH benapycGank»
Kon 793. Ten. 222-65-47, dakc 222-46-27
e-mail: mzrb@belcmt by,

mm/dnn a mn]g.o b\

0107 /9/74594

1§. 03. AC 1§ |

Ha Ne .

Komy: «Medap Hiay Can. A.LLL», Typuus
(HanMeHOBaHHe 3apyDeXHOro MPOU3BOAMTENS,
CTpaHbl)
[TPUTJTIALUEHHUE
K YYacTHIO B KOHKYPCHbIX TOprax

VBaxaeMble rocriona!

MunuctepcrBo  31paBooxpaHeHus  PecnyOnuku
Benapych BbipaKaeT CBOE NOYTEHWE U NPHUIIIALLAET Bac
NPHHATh Y4acTHE B KOHKYPCHBIX TOPrax no 3akyrnkam
JIeKapCTBEHHBIX  CPEACTB IS rOCYAapCTBEHHOH
cucTeMbl 3apaBooxpaHeHus Pecnybnukm benapycs
HanpaMyo, 6e3 nocpeAHHKOB.

CoofiaeM, 4TO YBeAOMJEHHE O TpPOBEJEHHH
KOHKYpcoB  nybnukyercas B MH(OPMaLUHOHHO-
aHanuTH4eckoMm OronnereHe «KoOHKypcHble TOPrH B
Benapycu u 3a pybexom» v pa3MellaeTcs Ha caiite
HH(OPMaLIMOHHOrO  pecnyb/IHKAHCKOrO YHHTapHOro
npeanpuaTua «HaunMoHanbHbIA LUEHTP MapKeTHHra M
KOHBIOHKTYpPBI LieH» www.icetrade.by.

Bbimaua QOKYMEHTOB [UIS y4acTHs B KOHKYpcax

OCYLLECTBIAETCA PVII «bendapmarmsa» -
OpraHu3aLHei, NMOAYHHEHHOH MuHHCcTEPCTBY
3/1paBOOXPAHEHHS PecnyGnuku benapycb H

YMONHOMOYEHHOH Ha OpraHM3auMi0 W [poOBeAeHHe
KOHKYPCOB 10 3aKyIlKe JIeKapCTBEHHbIX CPEACTB.

Jns nonyveHus NONONHUTENbHOH HHOpMaLHH
Heobxoaumo obpawarses B PYIT «bendapmaumns» no
aapecy:

B.Xopyxe#, 11, Munck, 220005, Pecnybauka
Benapychb

Ten +375 17 288 21 94, daxe: +375 17 288 25 26

e-mail: t_market@pharma.by

KoHTakTHblE NHLA:

3aMeCcTHTeNbL  reHepanbHoro  auvpexkropa PVII
«bendpapmauns» Kpyk Csernana Hukonaeena, Tten
+37517 28823 15

PYKOBOJMTENb [PYIIbl
sakynok PVYII «Bencbapma

C yBarkeHHeM,
3amectHrens MuHHCTpa

To: «Mefar llac San. A.S.», Turkey
(name of a foreign manufacturer, country)

INVITATION
for participating in competitive bidding

Dear sirs!

The Ministry of Health of the Republic of Belarus
expresses its deepest respect and invites you to
participate in the competitive bidding on direct
medicine procurements for the state health care system
of the Republic of Belarus.

We inform you that the notification on the
competition is published in information and analysis
Competitive Bidding in Belarus and Abroad bulletin
and on the Web site of the National Centre for
Marketing  and Price Study  Information:
www.icetrade.by.

The documents for participation in competitions
are available at «Belfarmatsiya», an organization
subordinated to the Ministry of Health of the Republic
of Belarus and authorized to organize and hold
competitions on medicine procurements.

Further information is available at «Belfarmatsiya»
at:

11 V. Khoruzhaya ul., 220005 Minsk, Republic of
Belarus

Tel.: +375 17 288 21 94, fax: +375 17 288 25 26

e-mail: t_market@pharma.by

Contact persons:

Svetlana Kruk — Deputy Director General of
Belfarmatsiya, tel. +375 17 288 23 15

Tatsiana Tihonchuk — Head of Group of
Competitive  Biddin and  Procurements  of
Belfarmatsiya, tel, SW 6 4

We are lofldfigaforward® %\v
beneficial coghdrafion.s  SEan % |

our interest and

V.D.Shilo
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PML

MINISTERE DE LA SANTE ET DE ] Direction 7 de la Pharmacie, du Médicament REPUBLIQUE DE COTE D’IVOIRE
L’HYGIENE PUBLIQUE et des Laboratoires de Cote d'Iveire Union — Discipline — Travail

DIRECTION GENERALE DE LA SANTE

CERTIFICAT DE
BONNES PRATIQUES DE FABRICATION

// L'inspection effectuée le 22 Adut 2016 dans l'unité de production de médicaments des laboratoires MEFAR ILAC. San A.$ reléve que les \\

: médicaments pour usage parentéral sous formes solides (lyophilisats), et sous formes liquides (solutions injectables en ampoules et flacons) ol
-.‘:' sont fabriqués dans ladite unité selon les normes de Bonnes Pratiques de Fabrication édictées par 'Organisation Mondiale de la Santé (OMS). q,
i, Le CERTIFICAT DE BONNES PRATIQUES DE FABRICATION DE LA REPUBLIQUE DE COTE D'IVOIRE est par conséquent déliveéa (4}

l'unité de fabrication des laboratoires MEFAR ILAC. San A.$ sise & Ramazanoglu Mah. Ensar Cad. N°20, TR-34906 Kurtkéy/Pendik- '/
Istanbul (TURQUIE) pour la fabrication de médicaments pour usage parentéral sous formes solides (lyophilisats), et sous formes liquides "?*
LY 4 parentérales (solutions injectables en ampoules et flacons). ﬁ,

L Ce certificat de Bonnes Pratiques de Fabrication est délivré pour servir et valoir ce que de droit pour une période de cing (05) ans, a
\\ compter de sa date de signature. //

Fait a Abidjan, Iefj 9 SEP 2016

ne 208 ' 3 B SHP/DES/DPML

(=51 ieDirecte ) <A
Drot:err' DUNCAN, AT -'gchel

‘v_',‘

S p—— e o s

Direction de la Pharmacie du Médlcament et des Laboratonres (DPML) 52, Bd de Marserll\B'P'V SAbldJan (Cote d’ Ivoxre) Tel. (+225) 21 3573 13 /13 23 Fa“x . (+225) 21 3569 58 ; Emal
seﬁre,tarla,t@dgbm Ci




Landesamt fiir soziale Dienste Schleswig-Holstein

State Social Services Agency Schleswig-Holstein

BESTATIGUNG DER UBEREINSTIMMUNG EINES
HERSTELLERS MIT GMP

Teil 1

Ausgestellt nach einer Inspektion geman

« Art. 111 (5) der Richtlinie 2001/83/EG

Die zustandige deutsche Uberwachungsbehérde
bestatigt:

Der Hersteller
Mefar llac Sanayii A.S.

Anschrift der Betriebsstéatte

Mefar llac Sanayii A.S.

Ramazanoglu Mah. Ensar Cad. No: 20
34906 Kurtkdy/ Pendik/ Istanbul
Tirkei

» wurde im Rahmen der in der Zulassung aufgefiihrten
Hersteller mit Sitz auBerhalb des Europaischen Wirt-
schaftsraumes inspiziert geman

- Art. 111 (4) der Richtlinie 2001/83/EG
umgesetzt in deutsches Recht durch:
§ 72a Abs. 1 Arzneimittelgesetz

Aufgrund der aus der letzten Inspektion vom
13. Mai 2016 gewonnenen Erkenntnisse wird fir die
oben genannte Betriebsstatte des Herstellers die
Ubereinstimmung mit den Anforderungen der Guten
Herstellungspraxis festgestellt, die sich aus

« den Grundséatzen und Leitlinien der Guten
Herstellungspraxis geman
- Richtlinie 2003/94/EG

ergeben.

Dieses Zertifikat bestéatigt den Status der Betriebsstatte
zum Zeitpunkt der oben genannten Inspektion. Es
sollte nicht zur Bestatigung der Ubereinstimmung
herangezogen werden, wenn seit der genannjen

DE_SH_01 _GMP 2016_0042 29.09.2016 Unt,

~Dr Beate Reutter

Zertifikat-Nr./Certificate no:
DE_SH_01_GMP_2016_0042

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER

Part 1

Issued following an inspection in accordance with

+ Art. 111 (5) of Directive 2001/83/EC

The competent authority of GERMANY confirms the
following:

The manufacturer
Mefar llac Sanayii A.S.

Site address

Mefar llac Sanayii A.S.

Ramazanoglu Mah. Ensar Cad. No: 20
34906 Kurtkéy/ Pendik/ Istanbul
Turkey

= has been inspected in connection with marketing
authorisation(s) listing manufacturers located outside of
the European Economic Area in accordance with

- Art. 111 (4) of Directive 2001/83/EC
transposed in the following national legislation:
Sect 72a para 1 Arzneimittelgesetz (German Drug Law)

From the knowledge gained during the inspection of
this manufacturer, the latest of which was conducted on
13 May 2018, it is considered that it complies with the
Good Manufacturing Practice requirements referred to
in

» the principles and guidelines of Good Manufacturing
Practice laid down in
- Directive 2003/94/EC

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and
should not be relied upon to reflect the comgliance
status if more than three years have elapsed since the

Seite 1 von 4



—

Inspektion mehr als drei Jahre vergangen sind. Nach date of that inspection, after which time the issuing
Ablauf dieser Zeit sollte mit der zustandigen Behérde authority should be consulted. This certificate is valid
Kontakt aufgenommen werden. Das Zertifikat ist nur only when presented with all pages and both parts 1
bei Vorlage samtlicher Seiten inklusive der Teile 1 und and 2. The authenticity of this certificate may be
2 gultig. Die Echtheit dieses Zertifikates kann ggf. verified with the issuing authority.

durch die ausstellende Behdrde bestatigt werden.

DE_SH_01_GMP_2016_0042 29.09.2016 Untergchrift: Dr. Beate Reutter Seite 2 von 4




Teil 2

« Humanarzneimittel

1 HERSTELLUNGSTATIGKEITEN

- Die erlaubten Herstellungstatigkeiten umfassen vollstandige und
teilweise Herstellung (einschlieBlich verschiedener Prozesse wie
Umfillen, Abpacken oder Kennzeichnen), Chargenfreigabe und
-zertifizierung, Lagerung und Vertrieb der genannten
Darreichungsformen sofern nicht anders angegeben;

- Die Qualitdtskontrolle und/oder Freigabe und/oder Chargen-
zertifizierung ohne Herstellungsschritte sollten unter den
entsprechenden Punkten spezifiziert werden;

- Unter der relevanten Produktart und Darreichungsform sollte
auch angegeben werden, wenn der Hersteller Produkte mit
speziellen Anforderungen herstellt, z.B. radicaktive Arzneimittel
oder Arzneimittel, die Penicilline, Sulfonamide, Zytostatika,
Cephalosporine, Stoffe mit hormoneller Wirkung oder andere
potenziell gefahrliche Wirkstoffe enthalten (anwendbar fir alle
Bereiche des Teils 1 mit Ausnahme 1.5.2 und 1.6).

1.1 Sterile Produkte

1.1.1 Aseptisch hergestellt
1.1.1.2 Lyophilisate

1.1.1.4 Kleinvolumige flissige
Darreichungsformen

1.1.1.6 Andere aseptisch hergestelite
Produkte
Blow/Fill/Seal (BFS)

1.1.2 Im Endbehdéltnis sterilisiert

1.1.2.3 Kleinvolumige fliissige
Darreichungsformen

1.6 Qualitatskontrolle

1.6.1 Mikrobiologisch: Sterilitdt

1.6.2 Mikrobiologisch: Priifung nicht sterifer
Produkte

1.6.3 Chemisch/Physikalisch

Einschrankungen oder klarstellende Anmerkungen
betreffend den Umifang des Zertifikats:

Anmerkungen:
Die Inspektion umfasste folgende sterile Arzneimittel:

- Diclofenac 25mg/ml, 3ml Ampullen (Rotexmedica)
- Vitamin C 100mg/ml, 5ml Ampullen (Rotexmedica)
- Heparin 5000 U, 5ml Vial (Rotexmedica)
- Variquel, Terlipressinacetat, 1 mg, Vial

- Venofer, Eisensuccinat complex 20 mg/ml

DE_SH_01_GMP _2016_0042 29.09.2016

U}érsc i

: Dr. Beate Reutter

Part 2

» Human Medicinal Products

1 MANUFACTURING OPERATIONS

- authorised manufacturing operations include total and partial
manufacturing (including various processes of dividing up,
packaging or presentation), batch release and certification, storage
and distribution of specified dosage forms unless informed to the
contrary;

- quality control testing and/or release and batch certification
activities without manufacturing operations should be
specified under the relevant items;

- if the company is engaged in manufacture of products with
special requirements e.g. radiopharmaceuticals or products
containing penicillin, sulphonamides, cytotoxics, cephalosporins,
substances with hormonal activity or other or potentially hazardous
active ingredients this should be stated under the relevant product
type and dosage form (applicable to all sections of Part 1 apart
from sections 1.5.2 and 1.6)

1.1 Sterile Products

1.1.1 Aseptically prepared
1.1.1.2 Lyophilisates

1.1.1.4 Small volume liquids

1.1.1.6 Other aseptically prepared
products
Blow/Fill/'Seal (BFS)

1.1.2 Terminally sterilised

1.1.2.3 Small volume liquids

1.6 Quality control testing
1.6.1 Microbiological: sterility

1.6.2 Microbiological: non-sterility

1.6.3 Chemical/Physical

Any restrictions or clarifying remarks related to the scope
of this certificate:

Comments:
The scope of the inspection was on the following sterile
medicinal products:

- Diclofenac 25mg/ml, 3ml ampeules (Rotexmedica)
- Vitamin C 100mg/ml, 5ml ampoules (Rotexmedica)
- Heparin 5000 1U, 5ml vial (Rotexmedica)

- Variquel, terlipressin acetate, 1 mg, vials

- VVenofer, iron succinate complex 20 mg/mL
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- Voriconazole 200 mg Pulver zur Herstellung einer
Infusionsldsung

- Matever 100mg/ml Konzentrat zur Herstellung einer
Infusionslésung

- Olopatadina HCL Abdi 1mg/ml Augentropfen (L&sung)
- Dexamethason 4mg/mi, 1ml Ampulle (Rotexmedica)
- Gentamycin 40mg/ml, 1ml Ampulle (Rotexmedica)

- Gentamycin 40mg/ml, 2ml Ampulle (Rotexmedica)

- Furosemid 10mg/ml, 2ml Ampulle (Rotexmedica)

- Ketamin 50mg/ml, 10ml Vial (Rotexmedica)

- Methylergometrin 0,2 mg/ml, 1ml Ampulle
(Rotexmedica)

- Vitamin B complex, 2mi Ampulle (Rotexmedica)

- Voriconazole 200 mg powder for solution for infusion
- Matever 100mg/ml concentrate for infusion

- Olopatadina HCL Abdi 1mg/ml eye-drops (solution)

- Dexamethason 4mg/ml, 1ml ampoule (Rotexmedica)
- Gentamycin 40mg/ml, 1ml ampoule (Rotexmedica)

- Gentamycin 40mg/ml, 2ml ampoule (Rotexmedica)

- Furosemid 10mg/ml, 2ml ampoule (Rotexmedica)

- Ketamin 50mg/ml, 10ml vial (Rotexmedica)

- Methylergometrin 0,2 mg/ml, 1ml ampoule
(Rotexmedica)

- Vitamin B complex, 2ml ampoule (Rotexmedica)

Name und Unterschrift des Bearbeiter
Behdrde

Dr. Beate Reutter

Landesamt fur soziale Dienste Schleswig-Holstein
Abteilung 3 - Gesundheits- und Verbraucherschutz
Adolf-Westphal-StraBe 4

24143 Kiel

Deutschland

Tel.: +49(0)431 988-5549
Fax: +49(0)431 988-5416

DE_SH_01_GMP_2016_0042 29.09.20186 Untergthrift:

29 September 2016

Name and signature of the authorised person of the
Competent Authority

Dr. Beate Reutter

Landesamt flir soziale Dienste Schleswig-Holstein
Abteilung 3 - Gesundheits- und Verbraucherschutz
Adolf-Westphal-StraBe 4

24143 Kiel

Deutschland

Tel.: +49(0)431 988-5549
Fax: +49(0)431 988-5416

r. Beate Reutter Seite 4 von 4
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GIDA TARIM YE HAYVANCILIK

BAKANLIGI

T.C. GIDA TARIM VE HAYVANCILIK BAKANLIGI
GIDA VE KONTROL GENEL MUDURLIGI

Ankara

#480sn018

VETERINER TIBBi URUN URETICILERI iCiN
IYI URETIM UYGULAMALARI UYGUNLUK SERTIFiKASI
CERTIFICATE OF GOOD MANUFACTURING PRACTICES (GMP) COMPLIANCE OF
VETERINARY MEDICINAL PRODUCT MANUFACTURERS

Sertifika No/Certificate No

Uretici/The manufacturer
Uretim yeri adresi/Site address

: GMP/TR/V/YI/S0099/2018
: MEFAR ILAC SANAYII A.S.
: Ramazanoglu Mahallesi Ensar Caddesi No:20

34906 Kurtkoy/Pendik/Istanbul

Boliim-1 )
Yukarda bilgileri bulunan iiretim yeri Veteriner Tibbi Uriinler
Hakkinda Yonetmeligin 23. Maddesi geregi denetlenmistir.

S0z konusu Ureticiye ait yukarida belirtilen adresteki iiretim
yerinde 21-23 Mart 2018 tarihleri arasinda gerceklestirilen
denetim sonucunda, yiiriitillen faaliyetlerin Veteriner Tibbi
Uriinler Hakkinda Y®netmelikte belirtilen Iyi Uretim
Uygulamalart prensipleri ve kilavuzlari ile uyumlu oldugu
gbzlemlenmistir.'2

Bu sertifika {iretim yerinin yukarida belirtilen tarihte
gergeklestirilen denetim anindaki durumunu yansitmakta olup
23 Mart 2020 tarihinden sonra uyum durumuna itibar
edilmemeli ve sertifikayr diizenleyen yetkili
danigiimalidir.

Bu Sertifikanin aslina uygunlugu Gida, Tarim ve Hayvancilik
Bakanligindan dogrulanabilir.

Bu Sertifika ancak Boélim-1 ve B6lim-2’den olusan tiim
sayfalarinin  eksiksiz olarak birlikte sunulmasi halinde
gecerlidir.

Gida Tarim ve Hayvancilik Bakanlig1 veteriner tibbi driinler
konusunda yetkili otorite olarak yukaridaki Dbilgileri
onaylamaktadir,

makama

Gida, Tarim ve Hayvancilik Bakanlig1 adma/

Part 1
The above manufacuring site has been inspected under the

national inspection program in accordance with Art. 23 of
Regulation On Veterinary Medicinal Products.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on 21-23
March 2018, it is considered that it complies with the
principles and guidelines of Good Manufacturing Practice
laid down in Regulation on Veterinary Medicinal Products.?

This certificate reflects the status of the manufacturing site at
the time of the inspection noted above and should not be
relied upon to reflect the compliance status after 23 March
2020. Should this date elapsed, the issuing authority must be
consulted regarding the certificate validity.

The authenticity of this certificate may be verified with the
issuing authority.

This certificate is valid only when presented with all pages
and both Parts I and 2.

As the competent authority, The Ministry of Food Agriculture
and Livestock of Turkey confirms the above information..

On behalf of The Ministry of Food Agriculture and Livestock of Turkey

Genel Miidiir
Director General

Adres: Eskisehir Yolu 9. km Lodumly, Ankara, 06060
Tel: (0312)287 33 60 (10 hat) Fax: (0312) 287 72 66
E-posta: vsu@tarim.gov.ir

|
Bu Yonetmelik Avrupa Birligi nin 200 I/82/EC ve 91/412/EEC Dircktifleri ile wyumludur/ This Regulation complics with the EU Dircetives 200 1/82/EC and 91/412/EEC.
Bu gereklilikler Diinya Saghk Orgiiti'niin GMP tavsiyelering karsilamakiadie,/Tis requiraments fulfil the GMP recommendations of 11O

. . . Sayfalpage 172



/ TE
GIDA TARIM VE HAY VANCILIK
BAKANLIGI

T.C. GIDA TARIM VE HAYVANCILIK BAKANLIGI
GIDA VE KONTROL GENEL MiiDURLUGD

Sertifika No/Certificate No: GMP/TR/V/Y1/S0099/2018

Béliim-2

Veteriner Tibbi Uriinler

1. URETIM ISLEM (LER)i

- Izinli tretim faaliyetleri aksi belirtilmedigi siirece
toplam ve kismi tretim (en ¢esitli bolme, ambalajlama
veya sunum siireclerini dahil), seri serbest birakma ve
onaylama, depolama ve &zel dozaj formlarinin dagitimi
siireglerinin hepsini kapsar.

- Herhangi bir tretim faaliyeti olmaksizin yapilan
kalite kontrol testleri ve/veya seri serbest birakma ve
onaylama faaliyetleri ilgili  bolumler altinda
belirtilmelidir;

- Firma 6zel gerekliliklere sahip tiriinlerin tiretimini
yapiyorsa (or: radyofarmasitikler; penisilin,
siilfonamidler, sitotoksikler ve sefalosporin iceren
iiriinler; hormonnal etkili ilaglar veya diger potansiyel
olarak tehlikeli etkin maddeler) bu durum ilgili tiriin tipi
ve dozaj formu altinda belirtilmelidir (Kisim 1.5.2 ve
1.6 haricindeki tiim kisimlara uygulanabilir)

1.1. STERIL URUNLER

1.1.1. Aseptik hazirlananlar (Asagidaki dozaj formlar:
igin gerceklestirilen islemler)

1.1.1.1 Biiyiik hacimli sivilar

1.1.1.4 Kti¢ik hacimli sivilar

1.1.2. Son kabinda sterilize edilenler (4sagidaki dozaj
Jormlart i¢in gerceklestirilen islemler)

1.1.2.1 Biiyiik hacimli sivilar

1.1.2.3 Kiigiik hacimli sivilar

Bu sertifikanin kapsamu ile ilgili kisitlamalar veya
aciklayic bilgiler:

Part 2

Veterinary Medicinal Products

I. MANUFACTURING OPERATION(S)

- Authorized manufacturing operations include total
and partial manufacturing (including various processes of
dividing up, packaging or presentation), batch release and
certification, storage and distribution of specified dosage
Jorms unless informed to the contrary.

- Quality control testing and/or release and batch
certification activities without manufacturing operations
should be specified under the relevant items;

- If the company is engaged in manufacture of products
with special requirements e.g. radiopharmaceuticals or
products containing penicillin, sulphonamides, cytotoxics,
cephalosporins, substances with hormonal activity or other
or potentially hazardous active ingredients this should be
stated under the relevant product type and dosage form
(applicable to all sections of Part 1 apart from sections
1.5.2 and 1.6)

I.1. STERILE PRODUCTS

1.1.1. Aseptically prepared (Processing operations for
the following dosage forms)

1.1.1.1 Large volume liquids

1.1.1.4 Small volume liquids

1.1.2 Terminally sterilised (processing operations for
the following dosage forms)

1.1.2.1 Large volume liquids

1.1.2.3 Small volume liquids

Any restrictions or clarifying remarks related to the
scope of this certificate:

Genel Miidiir
Director General

Adres: Eskisehir Yolu 9. km Lodumlu, Ankara, 06060
Tel: (0312)287 33 60 (10 hat) Fax: (0312) 287 72 66
E-posta: vsu@tarim.gov.ir

- —_ Sayfa/page 2/2



MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN
FEDERATION

STATEMENT
of compliance of manufacturer (foreign manufacturer)
of medicinal products for human use
with the requirements of Good Manufacturing Practice rules

No. GMP-00903/18/TR

Part 1
The Ministry of Industry and Trade of the Russian Federation confirms that

Mefar ilac Sanayi A.S.
(full and abbreviated name (if available) of the manufacturer (foreign manufacturer) of
medicinal products for human use)

located at

Ramazanoglu Mah. Ensar Cad. No: 20. Kurtkdy/Pendik, Istanbul, Turkey

and carrying out manufacture of medicinal products for human use at

Ramazanoglu Mah. Ensar Cad. No: 20. Kurtkdy/Pendik, Istanbul, Turkey

was inspected in terms of licensing supervision for compliance with licensing requirements
during implementation of manufacturing activities of medicinal products in accordance with the
license No. of (year) according to the legislation of the Russian

Federation or was inspected in terms of marketing authorization(s) indicating manufacturers
located outside the Russian Federation in accordance with the requirements of Good
Manufacturing Practice rules approved by order No. 916 of June 14, 2013 of the Ministry of
Industry and Trade of the Russian Federation.

Page 1 of 11
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GMP-00903/18/TR

Based on the information obtained during inspections of this manufacturer, the last of which was
carried out from May 21, 2018 to May 24, 2018, it can be stated that manufacturer meets the
requirements of Good Manufacturing Practice rules approved by order No. 916 of June 14, 2013
of the Ministry of Industry and Trade of the Russian Federation.

This statement reflects the compliance status of production site of manufacturer (foreign
manufacturer) of medicinal products for human use at the time of the above inspection and
should not be considered as a document indicating the status of compliance in case of expiration
of more than 3 (three) years from the date of this inspection.

The statement is valid in the presence of all its pages (both part 1 and part 2).

Authenticity of this statement is verified in the register of statements of compliance of
manufacturers of medicinal products for human use with the requirements of Good
Manufacturing Practice rules posted on the official website http://www.minpromtorg.gov.ru,
http://www.muanpomtopr.pd. In case of absence of this statement in the register of statements of
compliance of manufacturers of medicinal products for human use with the requirements of
Good Manufacturing Practice rules, please inform the Ministry of Industry and Trade of the

Russian Federation.

This statement is valid during 3 years from the date of completion of the inspection.

First Deputy Minister (signature) S.A. Cyb

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation /

September 12. 2018

(Statement Issue Date)
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MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION

GMP-00903/18/TR

Part 2

Manufacture and Quality Control

I. MANUFACTURING OPERATIONS - PHARMACEUTICAL PRODUCTS

1. Sterile medicinal products

m 1. Aseptically manufactured medicinal products (processing operations for the following
dosage forms):

0 Large volume liquids

m Small volume liquids

o Dispersions

m Lyophilisates

0 Solid dosage forms and implants

0 Soft dosage forms

0 Other medicinal products

m 2. Terminally sterilized medicinal products (processing operations for the following
dosage forms):

m Large volume liquids

m Small volume liquids

0 Solid dosage forms and implants

O Soft dosage forms

0 Other medicinal products and dosage forms

m 3.

Release quality control (processing operations for the following dosage forms):

2. Non-sterile medicinal products

ol.

Non-sterile medicinal products (processing operations for the following dosage forms):

0 Hard-shelled capsules

O Soft-shelled capsules

0 Chewable dosage forms

0 Impregnated dosage forms

o Liquids for external use

o Liquids for internal use

0 Medicinal gases

0 Other solid dosage forms

0 Pressurized medicinal products

o Radionuclide generators

0 Soft dosage forms

O Suppositories

Page 3 of 11

0003720




GMP-00903/18/TR

o Tablets

0 Transdermal patches

o Intraruminal devices

0 Other medicinal products and dosage forms

o 2. Release quality control

3. Biological medicinal products

m 1. Biological medicinal products:

0 Blood derived medicinal products

0 Immunological medicinal products

O Somatic cell therapy medicinal products

0 Gene therapy medicinal products

O Tissue engineered medicinal products

0 Biotech medicinal products

m Medicinal products extracted from animal sources or human organs (tissues)

0 Other medicinal products

4. Other medicinal products or manufacturing activities

o Manufacture of:

0 Herbal medicinal products

0 Homeopathic medicinal products

0 Other medicinal products

First Deputy Minister (signature) S.A. Cyb

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation /

September 12, 2018

(Statement Issue Date)
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MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION

GMP-00903/18/TR

m 2. Sterilization of active substances, excipients and finished medicinal products:

m Filtration

0 Dry-heat sterilization

m Steam sterilization

o Chemical sterilization

o Gamma sterilization

o Electron beam sterilization

o 3. Other

0 4. Primary (inner) packaging:

0 Hard-shelled capsules

0 Soft-shelled capsules

0 Chewable dosage forms

0 Impregnated dosage forms

o Liquids for external use

0 Liquids for internal use

0 Medicinal gases

0 Other solid dosage forms

0 Pressurized medicinal products

o Radionuclide generators

O Soft dosage forms

O Suppositories

o Tablets

0 Transdermal patches

o Intraruminal devices

0 Other medicinal products and dosage forms

m 5. Secondary (consumer) packaging

m 6. Release quality control

m 7. Microbiological testing: sterility

o 8. Microbiological testing: non-sterility

m 9. Chemical (physical) testing

m 10. Biological testing

II. QUALITY CONTROL IN TERMS OF IMPORT OF MEDICINAL PRODUCTS

o 1. Quality control of imported medicinal products:

0 Microbiological testing: sterility

O Microbiological testing: non-sterility

0 Chemical (physical) testing

Page S of 11
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GMP-00903/18/TR

O Biological testing

o 2. Release quality control (batch certification) of imported medicinal products

o Sterile medicinal products:

0 Aseptically manufactured medicinal products

0 Terminally sterilized medicinal products

o Non-sterile medicinal products

o Biological medicinal products:

0 Blood derived medicinal products

0 Immunological medicinal products

O Somatic cell therapy medicinal products

0 Gene therapy medicinal products

O Tissue engineered medicinal products

0 Biotech medicinal products

0 Medicinal products extracted from animal sources or human organs (tissues)

0 Other medicinal products

o 3. Other import activities:

0 Physical import site

0 Import of intermediate product undergoing further processing

o Other

First Deputy Minister (signature) S.A. Cyb

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation /

September 12, 2018

(Statement Issue Date)
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MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION

Restrictions or clarifying remarks relating to scope of certificate:

GMP-00903/18/TR

List of medicinal products in respect of which the inspection was carried out:

Trade Name

International Non-proprietary
Name or Generic (Chemical)
Name of Medicinal Product /

Pharmaceutical Substance

Dosage form, strength (if
applicable)

Manufacture of finished dosage forms, secondary packaging, quality control

Lyophilisate for solution for

Ademta Ademetionine injection, 400 mg, complete
with solvent
Lyophilisate for solution for
Tenartessa Tenoxicam intravenous and intramuscular
injection, 20 mg
. ' Solution for injection,
Asibrox Acetylcysteine
300 mg /3 ml
Thiamine Hydrochloride,
Riboflavin, ‘ o
Benevron B ' Solution for injection
Pyridoxine Hydrochloride,
Cyanocobalamin
Page 7 of 11
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GMP-00903/18/TR

Lyophilisate for solution for

Bumanol Hydroxocobalamin injection, 97 mg, complete
with solvent
Solution for injection,
Kardovol Metoprolol Tartrate
Smg/5ml
_ ' . Solution for injection,
Clodifen Diclofenac Sodium
75 mg /3 ml
Triphosadenine Disodium
Trihydrate, Lyophilisate for solution for
Dianervan Cocarboxylase, intramuscular injection,
Cyanocobalamin, complete with solvent
Nicotinamide
Lyophilisate for solution for
Doramycin Spiramycin injection, 1.5 IU, complete
with solvent
Solution for intramuscular
Artronovi Chondroitin Sulfate injection,
200 mg /2 ml
Ethylmethylhydroxypyridine Solution for injection,
Elfunat _
Succinate 50 mg / ml
Solution for injection,
Fersinol Iron (IIT) Hydroxide

100 mg / 2 ml

Glatiramer Acetate

Glatiramer Acetate

Solution for injection,

20 mg / ml, 40 mg / ml

First Deputy Minister

(signature)

S.A. Cyb

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation /

September 12, 2018

(Statement Issue Date)
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MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION

GMP-00903/18/TR

Solution for injection,

Insulipon Thioctic Acid i
50 mg / vial
Concentrate for solution for
Levebrain Levetiracetam o
infusion, 500 mg / 5 ml
Solution for infusion,
Levoximed Levofloxacin
5mg/ml
Solution for intramuscular
Loxidol Meloxicam S
injection, 15 mg/ 1.5 ml
Solution for infusion,
Linozid Linezolid
5mg/ml
Solution for injection,
Medotilin Choline Alfoscerat
1000 mg / 4 ml
) Solution for intramuscular
Medrolgin Ketorolac Trometamol o
injection, 30 mg / ml
. . Solution for intramuscular
Metacartin Levocarnitine L
injection, 1 mg /5 ml
Solution for infusion,
Moxicum Moxifloxacin
400 mg / 250 ml
Thiamine Hydrochloride,
Cyanocobalamin, ' o
Nevralon o ‘ Solution for injection
Pyridoxine Hydrochloride,
Lidocaine
' . Lyophilisate for solution for
Oradro Clarithromycin S
injection, 500 mg
Solution for infusion,
Pireticol Paracetamol
10 mg / ml
Page 9 of 11
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GMP-00903/18/TR

Lyophilisate for solution for

Pompezo Esomeprazole Sodium injection,
40 mg
Lyophilisate for solution for
Ram Glutathione injection,
600 mg
. ) Solution for injection,
Ripronat Meldonium
100 mg / ml
Solution for intravenous and
o intramuscular injection,
Ronocit Citicoline
500 mg / 4 ml,
1000 mg / 4 ml
Solution for injection,
Sertofen Dexketoprofen
50 mg /2 ml
Lyophilisate for solution for
Tamovir Ganciclovir injection,
500 mg
Lyophilisate for solution for
Teklonin Teicoplanin injection,
200 mg, 400 mg
' Solution for injection,
Torventa Torasemide anhydrous
10 mg / ml
Troxerutin,
Toxivenol Solution for injection
Carbazochrome
First Deputy Minister (signature) S.A. Cyb

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation /

September 12, 2018

(Statement Issue Date)
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MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION

GMP-00903/18/TR

Lyophilisate for solution for
Ulsepan Pantoprazole injection,

40 mg

Lyophilisate for solution for
Vanko-WM Vancomycin injection,
500 mg, 1000 mg

Lyophilisate for solution for
Viroseda Voriconazole injection,

200 mg

Lyophilisate for solution for
Ziromin Azithromycin injection,

500 mg

Lyophilisate for solution for
Voranex Voriconazole intravenous injection,

200 mg

Lyophilisate for solution for
Tigenex Tigecyclin intravenous injection,

50 mg

First Deputy Minister (signature) S.A. Cyb

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation /

September 12, 2018
(Statement Issue Date)
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Agency for Medicinal Products and Medical Devices of Croatia
CERTIFICATE NUMBER: UP/I-530-10/19-03/19; 381-10-05/241-19-03

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER '~

Part 1

Issued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Croatia confirms the following:

The manufacturer: MEFAR ILAC SANAYII A.S.

Site address: Ramazanoglu Mah.Ensar Cad. No.20 34906, Kurtkoy - Pendik - Istanbul, Turkey,
TR-34906, Turkey

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of
the European Economic Area in accordance with Art. 111(4) of Directive 2001/83/EC transposed in the
following national legislation:

Art. 40 of Medicinal Products Act (official Gazette, No. 76/13, 90/14 and 100/18)

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2019-01-25 , it is considered that it complies with :
* The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC ’

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection. However, this period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifying remarks field. This certificate is valid
only when presented with all pages and both Parts 1 and 2. The authenticity of this certificate may be verified
in EudraGMDP. If it does not appear, please contact the issuing authority.

! The certificate referred to in paragraph 111(5) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imports
coming from third countries into a Member State.

? Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.

? These requirements fulfil the GMP recommendations of WHO.

Online EudraGMDP, Ref key: 56045 Issuance Date: 2019-08-23 Signatory: Ms. M. B. Marijanovic Page 1of 3



Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

1.1

Sterile products

1.1.1 Aseptically prepared (processing operations for the following dosage forms)
1.1.1.4  Small volume liquids

1.1.2  Terminally Sterilised (processing operations for the following dosage forms)
1.1.2.3  Small volume liquids

1.5

Packaging

1.5.2 Secondary packing

1.6

Quality control testing

1.6.1 Microbiological: sterility
1.6.2 Microbiological: non-sterility
1.6.3 Chemical/Physical

Any restrictions related to the scope of this certificate :

Building

Room Line/equipment QC testing  |Products

Ampoule linel 4, 5 and 6,
BES -1

Clarifying remarks (for public users)

1.1.1.4. refer to ampoules, eye drops and nasal drops; 1.1.2.3. refer to ampoules

Online EudraGMDP, Ref key: 56045 Issuance Date: 2019-08-23 Signatory: Ms. M. B. Marijanovic Page 2 of 3




2019-08-23 Name and signature of the authorised person of the
Competent Authority of Croatia

Ms. Martina Bencetic Marijanovic

Agency for Medicinal Products and Medical Devices of
Croatia

Tel: +385 4884141

Fax: +385 14884110

Online EudraGMDP, Ref key: 56045 Issuance Date: 2019-08-23 Signatory: Ms. M. B. Marijanovic Page 3of 3



REPUBLIKA HRVATSKA
s AGENCIA ZA LIIEKOVE I MEDICINSKE PROIZVODE

N REPUBLIC CF CROATIA
AGENCY FOR MEDICINAL PRODUCTS AND MEDICAL DEVICES
Ksaverska c. 4, 10000 ZAGREB, CROATIA
Tel.: ++ 385 1 4884 100, Fax: ++385 1 4884 110
e-mail: halmed(@halmed.hr
www halined hr
O1B 37926884937

Klasa: UP/I-530-10/19-03/19
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POTVRDA O PROVOPENJU DOBRE PROIZVODACKE PRAKSE"?
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER"?

DIO 1
Part 1

Nakon provedenog nadzora u skladu sa ¢lankom 111(5) Direktive 2001/83/EZ Europskog
parlamenta i Vijeca
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC

Nadlezno tijelo Republike Hrvatske potvrduje sljedece:
The competent authority of Croatia confirms the following:

Proizvoda¢: MEFAR ILAC SANAYII A.S.
The manufacturer: MEFAR ILAC SANAYII A.S.

Mjesto proizvodnje: Ramazanoglu Mah. Ensar Cad. No: 20, Kurtkoy-Pendik, TR-34906
Istanbul, Turkey
Site address: Ramazanoglu Mah. Ensar Cad. No: 20, Kurtkoy-Pendik, TR-34906 Istanbul, Turkey

Proveden je nadzor proizvodaca izvan Europskog gospodarskog prostora, a koji se navodi u
dokumentaciji odobrenja za stavljanje lijeka u promet, u skladu s ¢lankom 111(4) Direktive
2001/83/EZ transponiranim u nacionalnom zakonodavstvu, ¢lanak 40. Zakona o lijekovima
(;,Narodne novine®, broj 76/13., 90/14. 1 100/18.).

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of the

European Economic Area in accordance with Art. 111(4) of Directive 2001/83/EC transposed in the following
national legislation Art. 40 Medicinal Products Act (Official Gazette No. 76/13, 90/14 and 100/18).

Provedenim inspekcijskim nadzorom proizvodaca, od kojih je posljednji proveden
dana 25. sijecnja 2019. utvrdeno je da proizvodaC udovoljava principima i smjernicama dobre
proizvodadke prakse propisanim Direktivom 2003/94/EZ’,

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on

25" January 2019, it is considered that it complies with the principles and guidelines of Good Manufacturing
Practice laid down in Directive 2003/94/EC°.

Ova potvrda odnosi se na stanje mjesta proizvodnje u trenutku provedbe gore
navedenog nadzora, i ne treba se smatrati da odrazava stvarno stanje uskladenosti ukoliko su
prosle vise od tri godine od datuma nadzora. Medutim, rok vaZenja potvrde mozZe se skratiti ili
produljiti na temelju principa primijenjenog upravljanja rizicima inspekcije Agencije, na
nacin da se isto unese u polje Ogranicenja i pojaSnjenja.

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date of

that inspection. However, this period of validity may be reduced or extended using regulatory risk management
principles by an entry in the Restrictions or Clarifying remarks field.
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Ova potvrda vrijedi iskljuéivo ukoliko sadr¥i sve stranice, kao i DIO 1 i dijela DIO 2.
This certificate is valid only when presented with all pages and both Parts I and 2.

Autenti¢nost ove potvrde moZe se provjeriti u EudraGMDP bazi podataka. Ako nije

dostupna u EudraGMDP bazi, obratite se tijelu koje je izdalo potvrdu.
The authenticity of this certificate may be verified in EudraGMDP. If it does not appear, please contact
the issuing authority.

' eMmP potvrda iz ¢lanka 111(5) Direktive 2001/83/EC primjenjuje se i za uvoznike.
The certificate referred to in paragraph 111(5) of Directive 2001/83/EC is also applicable to importers.

2 Pojadnjenje ovog obrasca nalazi se u »Help menu® EudraGMDP baze
Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database

? ovi zahtjevi ispunjavaju preporutene zahtjeve WHO za DPP
These requirements fulfil the GMP recommendations of WHO
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DIO 2
Part 2

|E Lijekovi Human Medicinal Products

1. PROIZVODNJA
1. MANUFACTURING OPERATIONS — MEDICINAL PRODUCTS

1.1. | Sterilni lijekovi Sterile products

1.1.1.  Asepticki pripravljeni lijekovi 4septically prepared (processing operations for the following dosage
forms)

1.1.1.4. Tekuéine malih volumena Small volume liquids

Zavréno sterilizirani lijekovi Terminally sterilised (processing operations for the following dosage

forms)

1.1.2.3. Tekucine malih volumena Small volume liquids

1.5.2. Vanjsko pakiranje Secondary packing

Provjera kakvoce Quality control testing

1.6.1. Mikrobiolosko ispitivanje: sterilnost Microbiological: sterility

1.6.2. Mikrobiolosko ispitivanje: mikrobioloSka €isto¢a Microbiological: non-sterility

1.6.3. Kemijska/fizicka ispitivanja Chemical/Physical

Ogranicenje ili pojaSnjenje vezano za navedeno u ovoj potvrdi:
Any restrictions or clarifying remarks related to the scope of this certificate:

Proizvodna jedinica Building Line / equipment

Ampoule lines 1, 4, 5 and 6, BFS — 1

1.1.1.4. odnosi se na ampule, kapi za o¢i i kapi za nos.
1.1.1.4. refer to ampoules, eye drops and nasal drops

1.1.2.3. odnost se na ampule
1.1.2.3.. refer to ampoules

Datum: 23. kolovoza 2019.
Date: 23" August 2019

Ime, prezime i potpis ovlaStene osobe

nadleznog tijela Republike Hrvatske
Name and signature of the authorised person
of the Competent Authority of Croatia

Inspektor Agencije

Inspector

oy [
W—HC

MartinaBenceti¢ Marijanovié,
M. Eng. Bioproc., Univ. Mag Pharm. <
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