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FocatiomrMotdova

H3naneH B pesyiTar Ha M3BbpLIEHA NPOBEPKA HA NPOH3BOANTE.] HA JEKAPCTBEHH MPOAYKTH ChIX

ua. 111, an. S or Jupexrusa 2001/83/EC.
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

N3nbaHuTe/IHA areHu s no jJekaperBarta Ha Penyosanka buarapus y10cToBepsiBa CJIETHOTO:
Bulgarian Drug Agency confirms the following:

TIpoH3BOANTENSAT HA JIEKAPCTBEHH NMPOAYKTH:

The manufacturer:

CinnaGen Co.

Aapec Ha o0eKTa:

Site address:

(3 Sq. Simindasht Industrial Area, Karaj, Alborz), Plot 74, Corner of the 3¢ Sq., Simindasht
Nongovernmental Industrial, Fardis Township, Alborz Province, 316533155, Islamic Republic of Iran

Manufacturing site: SiminDasht 2 (SD2)

Oe npoBepeH BbB BPb3Ka C paspelieHne 3a ynorpeba Ha JieKapcTBeHH NPOAYKTH, NMPOH3BEICHH H3BbH
EBponeiickaTa HKOHOMHYeCKA 30Ha cbriaacuo 4. 111(4) or Jupexrusa 2001/83/EC, TpancnoHHpaHu
B HALHOHAJIHOTO 3aKOHOAaTe cTBO HA Penybuinka Buarapus ¢ wi. 269, an.4 or 3JINIXM.

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
of Bulgaria Art.269(4) of Medicinal Products for Human Use Act.

IIpu nocaeanara npoBepKa Ha JpyxKecTBOTO, nposeaena na 08/11/2017 e ycranoseno, 4e yCJI0BHATA HA

NPOH3BOACTBO €A B CHOTBETCTBHE ¢ NPHHUMIHATE H H3HCKBAHHATA 32 100pa NPOH3BOACTBEHA NPAKTHKA,

nocoyenn B Jupexruna 2003/94/EC/.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 08/11/2017, it is

considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/ECY.

HacrosimuaT ceprudHKaT 0TpassiBa yCJOBHATA HA MECTATA 32 NPOH3BOACTBO N0 BpeMe HAa NpoBepKara,
NOCOYCHA NO-rope H He TPAGBA 1a ce CUMTA, Ye 0TPa3sABA ACHCTBHTEIHOTO CHCTOSIHHE HA NPOH3BOAMTE. N,
AKO €a M3MHHAJM NOBeYe OT TPH rOAMHHM OT JAaTara HA nposepkara. Bonpexku ToBa, TO3H CPOK Ha
BAJIMIHOCT MO’Ke 12 Ob/Ie HAaMAaJIeH HJIH YAbJUKEH Ype3 H3MO0JI3BaHe OlleHKAa HAa PHCKA, KOeTO ce MoCoYBa B
10,1e10 ,,OrpaHH4YeHHuATa HJIH 320e/1eKKH”.

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.

CeprudukaTsbT € BaaHIeH CaM0, KOraTo € NpeCTaBeH ¢ BCHYKH CTpaHuuu u ABere YacTu 1 u 2.

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

Hcrunnoctra Ha To3u cepruduKaT Moxe Aa Obae nposepena B EudraGMP. Ako ne e BbBeaen, Mous
CBBbPJKETe ce ¢ H3laBallus OpraH.

The authenticity of this certificate may be verified in EudraGMP. If it does not appear, please contact the issuing authority
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Yacr 2
Part 2

f”/ (<] JlekapCTBEeHHM NPOAYKTH 3a XYMaHHg Ynorpeda/Human medicinal products

p L —
, f 1. MPOU3BOACTBEHHU lIEl’IHOCTH/ MANUFACTURING OPERATIONS
[ 1.1 | Crepnann NPOAYKTH/Sterile products -
I.1.1 Acentnuno H3r0TBeHH/Aseptically prepared
1.1.1.2 HHOQ)Hnmam/Lyophilisates
1.1.1.4 Teunocty ¢

1.3. | Buosornynm nekaperge
1.3.1 Buonoruyuu Jiekap.

1.3.15 Brorexnonornyuy npoayktw/ Biotechnology products ‘
1.4. | Jipyra npoaykrs win HIpoH3BOACTBenHu neiinocTn/Other products or manufacturing activity |

1.4.2 Crepunmsauns na akrmpnn BelllecTBa/nomoLuHK BeluecTBa/KpaeH npoaykT/ Sterilisation of active
substances/exczpients/ﬁnished product:

1.4.2.1 <DHJ1TpHpaHe/Filtration |

1.5. | OnaxoBane/Packaging ]
1.5.2 Bropuuno onakosawe/Secondary packing '

1.6. | KauecTBen KOBTpoN/Quality control lesting

1.6.1 Mukpo6uonoruyuu: crepunnn/Microbiological: sterility

1.6.3 XuMuynu /qm3HqHH/Chemical/Physical |

1.6.4 buonoruunw/Biological l

Orpannvenns nin 3aéenexKu, AMann BPb3Ka ¢ 00XBaTa HA Te3H NPOH3BOACTBEHH IeHHOCTH:
Any restrictions or clarifying remarks related to the scope of this manufacturing operation:

Ta3u uHenekums nokpu camo nponsBoacTBeH o6ekt SiminDasht 2 (SD2).
T. 1.3.1.5. BK/IIOYBA MPOM3BOACTBO HAa GHOMOrMYHM AKTHBHH BELIECTBA M J03HpaHH (GOPMH, ChIbprKallM
OHOJIOrHYHO aKTHBHM BeLLECTRA.

This inspection covered the Manufacturing site: SiminDasht 2 (SD2) only.

p- 1.3.1.5 includes manufacture of biological active substances and dosage forms containing biological active substance.

29/12/2017

Mou. Acena Cronmenosa, 1
Assoc. Prof. Assena Stoimenova, PhD, )
M3nbannTtenen {upexrop 1

. . 3\
Executive Director \ ¥a
H3nbaunTenna arenuus no JeKapCeTBaTAY. <

! N L3P
Bulgarian Drug Agency

Codus 1303, yn. lamaH Mpyes N2 8, Ten.: (02) 8903 555, ¢akc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,
e-mail: bda@bda.bg
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Comac Medical

D135 610 . COMAC MEDICAL

HO ﬂ":KAP TA

To the attention of |_1303 c__og)mq uﬂ [pyes® ;

s _f}._;-l ’r e - K l/i i
Bogdan Kirilov, MPharm v Q f] »}[ 5 ’5/2/ / 1 -10- ZUEZ 0.
Executive Director LY

Bulgarian Drug Agency
10042,
N%ML%——

21 October 2022
Sofia

Reference: Response to a letter issued by the BDA with ref. number MAJI-43015/04-10-2022,
regarding a request for information in regards to GMP certificates (BG/GMP/2017/112;
BG/GMP/2019/164; BG/GMP/2020/175) of the manufacturer CinnaGen Group, Iran.
Ref. number in BDA: AJI-28045 / 03.07.2017
Dear Mr. Kirilov,
With the current letter, on behalf of the manufacturer CinnaGen Group, we would like to inform
you that since it is stated in the letter issued by the BDA with ref. number HAJI-43015/04-10-2022,

that the GMP certificates of sites located outside the EEA are considered automatically extended until

the end of 2023, therefore CinnaGen Group does not require an inspection to be carried out.

Thank you in advance for your time to review this letter.

I remain at your disposal, should you have any further questions.

Coaptpany Fo W 574842008 Cotrpany ID N, 163174453 Page 1 of 1
Version 2.0 Comac Medical Ltd.
Effective date: 23 Jan 2017 69 Bulgaria blvd,, Tower B, 7th floor, 1404 Sofia, Bulgaria

Ref. CO-1 SOP Tel: +359 2892 10 00, Fax: +359 2 892 10 01, www.comoe-medical.com



Bulgarian Drug Agency
CERTIFICATE NUMBER: BG/GMP/2017/112

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1
Issued following an inspection in accordance with :

The competent authority of Bulgaria confirms the following:

The manufacturer: CinnaGen Co.

Site address: (3rd Sq.,Simindasht Industrial Area, Karaj, Alborz), Plot 74, Corner of the 3rd Sq.,
Simindasht Nongovernmental Industrial, Manufacturing site: SiminDasht 2 ( SD2), Fardis Township,
Alborz Province, 3165933155, Iran, Islamic Republic of

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.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 2017-11-08, it is considered that it complies with:

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: 45597 Issuance Date 2017-12-29 Signatory: Confidential Page 1 of 2



Part 2

1 MANUFACTURING OPERATIONS

1.1 Sterile products

1.1.1 Aseptically prepared (processing operations for the following dosage forms)

1.1.1.2  Lyophilisates
1.1.1.4 Small volume liquids

1.3 Biological medicinal products (list of product types)

1.3.1 Biological medicinal products (list of product types)
1.3.1.5 Biotechnology products

14 Other products or manufacturing activity

1.4.2  Sterilisation of active substance/ excipients/ finished product
1.4.2.1 Filtration

1.5 Packaging

1.5.2  Secondary packaging

1.6 Quality control testing

1.6.1 Microbiological: sterility
1.6.3  Chemical/Physical
1.6.4 Biological

4. Other Activities - Active Substances:

This inspection covered the Manufacturing site: SiminDasht 2 (SD2) only. p. 1.3.1.5 includes

manufacture of biological active substances and dosage forms containing biological active substance.

2017-12-29 Name and signature of the authorised person of the

Competent Authority of Bulgaria

Confidential

Bulgarian Drug Agency
Tel:Confidential
Fax:Confidential

Online EudraGMDP, Ref key: 45597 Issuance Date 2017-12-29 Signatory: Confidential
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