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REPUBLIC OF BULGARIA

Bulgarian Drug Agency

CEPTH®UKAT 3A JIOBPA INPOU3BOJACTBEHA ITPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Ne BG/GMP/2011/022

Yacr 1
Part 1

HUszpnanen B pe3yaTar Ha H3IBbpPIUICHA NpPOBEePKa Ha MNPOH3IBOAHTE] HaA JIEKAPCTBEHH NPOAYKTH

cewraacuo wi. 111, an. 5 or Aupexrusa 2001/83/EC / 1. 15 or Aupexrnsa 2001/20/EC
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC or Art.
80(5) of Directive 2001/82/EC as amended or Art. 15 of Directive 2001/20/EC

M3nbaHATEIHA areHIHA 1o JekapersaTta Ha Peny6anka Bwarapus yiocrosepsisa cjieAHOTO:
Bulgarian Drug Agency confirms the following:

Ipou3BoANTENNT HA IEKAPCTBEHH NPOAYKTH:

“AIAPAPM” EAJL
The manufacturer:
ADIPHARM EAD

Anpec HA MOMELEHHSITA!

oya. ,,Cumeonoscko moce” Ne 130, Codna 1700, Buarapas
Site address:

130 Simeonovsko shose Blvd., Sofia 1700, Bulgaria

Oe npoBepeH MO HAIHOHAJIHATA NPOrpamMa 3a H3BbPIIBAHE HA NPOBEPKH BbB BPb3KA ¢ pajpelieHne
3a npomssoacTso Ne P-1-13-004 mspageno cwuraacmo pasmopeabure mHa wi. 40 or JAupexrtnsa
2001/83/EC, TpancnOHHPAHH B HAIHOHANHOTO 3aKoHoAaTecTBO Ha Penybinka Buarapus ¢ wi. 146
o1 3aK0HA 32 JIeKAPCTBEHHTE NPOAYKTH B XymanuaTa meaununa (3JIITXM).

has been inspected under the national inspection programme in connection with manufacturing authorisation No P-I-
13-004 in accordance with Art. 40 of Directive 2001/83/EC, transposed in the following national legislation: Art 146
of Medicinal Products for Human Use Act

IIpu nocieAHATA NPOBEPKAa HA APYKeCTBOTO, mpoBeaena or 13.07.2011 go 15.07.2011r. Ge ycranoseno,
4Ye YCJOBHATA HAa NPOH3BOACTBO Ca B CHOTBETCTBHE C H3HCKBAHHATA 3a noﬁpa NpPOR3BOACTBEHA
npakTHKa, 3ajernaan B /lupexrusa 2003/94/EC.
From the knowledge gained during inspection of this manufacturer, the latest of which was conducted from 13.07.2011
to 15.07.2011, it is considered that it complies with the principles and guidelines of Good Manufacturing Practice laid
down in Directive 2003/94/EC.

HacrosmusaT cepruHKAT O0Tpa3sBa YCJIOBHATA HA MeCTATa 3a NPOH3BOACTBO MO BpemMe Ha
NpoBepKaTa, NOCOYEHA NO-rope H He TPAdBa Aa ce CUHTA, Ye OTPA3sBA AeliCTBHTEIHOTO ChCTOSIHHE HA
NPOH3BOAHTEIA, AKO €A HIMHHAJIH NMOBEYe OT TPH NOJAHHH OT aTaTa HA NpoBEpKaTa. B To3m C.I'ly‘laﬁ ce
OTHpaBs 3aNHTBAHE KbM H3/1aBAlIHH OPraH.
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, afier
which time the issuing authority should be consulted.

Ceprudukara e BaJHIeH CaAMO, KOraTo € NpeJACTaBeH ¢ BCHYKH cTpannnu 1 asere Yacrn 1 u 2.
This certificate is valid only when presented with all pages and both Parts 1 and 2.

HceTrHHHOCTTA HA TO3H cep‘rn(bmca’r Ce NOTBBPRAABA OT H3AABALIHA OpraH.
The authenticity of this certificate may be verified with the issuing authority.
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Ceprugmxar 1a lobpa npomisoacrnena npaxruxa Ne BG/GMP/2011/022
Good Mawfacturing Practice certificate Ne BG/GMP/2011/022

Yacr 2
Part 2

JlekapcTBeHH MPOAYKTH 32 XyMAHHATA MeIHIMHA
Human medicinal products

1 IMPOU3BOJACTBEHHA ,I[EﬁHOCTH

I MANUFACTURING OPERATIONS

- paspelleHHTe TMPOM3BOACTBEHH EHHOCTH BKIIOYBAT LSAJIOCTHO WIH YaCTHMHO TMPOH3BOJICTBO
(cvoTBETHUTE ACHHOCTH No pa3dacoBaHe, ONaKoOBaHe, NPEONakoBaHe W €THKETHpaHe), cepTHdULMpaHe U
0cBoOOX1aBaHE HA NAPTH/IM, CbXPAHEHHE H Pa3NpOCTPaHEHHE HA MOCOUEHUTE JIEKAPCTBEHH OPMH, OCBEH
aKO M3PHYHO HE € MOCOYEHO ApYro;

- 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
Jforms unless informed to the contrary

- W3BBPIIBAHHAT KAYECTBEH KOHTPOJ WHIH cepTHdULMpane ¥ ocBobOM1aBaHe HA MAPTHIM JIEKAPCTBEHH
npoaykT 6e3 npoBexaaHe Ha NPOU3BOACTBEHH AeHHOCTH TpsOBa 1a 6BAAT MOCOUEHH.

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

- MIPH NMPOM3BOACTBOTO HA JIEKAPCTBEHH MPOAYKTH, KbM KOMTO ChIUECTBYBAT CNELH(HYHH H3MCKBaAHMS,
Hanp. paaMoapMaLEBTHYHH TPOAYKTH WIH JIEKAPCTBEHH MPOAYKTH, CBbIbPKAIIA NEHHLIMIHH,
cyN(OHAMHIH, LIMTOTOKCHLIH, 11e(aNoCNOPHHH, XOPMOHAIHO AKTHBHH BELLECTBA WK APYTH NMOTEHLMAIHO
OMAacHU aKTHBHH BELUECTBA, T€ CE OTPa3fABaT 4pe3 NocOYBaHE HA CHOTBETHHUTE IMPOAYKTH H NEKAPCTBEHH
dhopmu.

- 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.

1.2 Hecrepninn JiekapcTBeHH NPOAYKTH
Non-sterile products

1.2.1 HecrepnJHH JeKAPCTBEHH NPOAYKTH

Non-sterile medicinal products

1.2.1.1 Tebpau kancynn
Capsules, hard shell

1.2.1.13 Tabaerkn
Tablets

1.2.1.17 Apyrn necrepuanu nekapcersenn npoaykrn /Ilpax 3a nepopanen pasrsop/
Other non-sterile medicinal product /Powder for oral solution/

1.5 Camo onakoBame
Packaging only

1.5.1 IIspBHYHO ONaKOBaHe
Primary packaging
1.5.1.1 Teupan kancynu
Capsules, hard shell
1.5.1.13 Tabaerkn
Tablets
1.5.2 Bropuuno onakosane

Secondary packaging

1.6 KauecTBen KoHTpOJ
Quality control testing

1.6.2 MukpoOHoJOrHYHH H3NATBAHKS: HECTEPHIHH
Microbiological: non-sterility
1.6.3. Xumuuou 1 GH3HYHN H3NHTBAHNUS

Chemical/Physical ﬁ\:—;h o
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MAT. ®APM. AJIEKCAHI('I)PHH]/ Date: 2011-09-21

Mag. Pharm. Alexander Yankov &3 | :;
H3nbauuTeen AnpeKTop | 2} |5
Executive Director \' %\
H3nbaHuTEeIHA AreHIHA N0 nelcapc'raam
Bulgarian Drug Agency \§ e

Cocua 1303, yn. Namsanx Mpyes N° 8, Ten.: (02) 8903 555, dakc: (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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