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ManbnHuTenHa areHyma no nekapcraa'ra
REPUBLIC OF BULGARIA

Buigarian Drug Agency

CEPTH®HKAT 3A JOBPA IPOM3BOJACTBEHA IPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2018/121

Yacr 1
Part !

Wapajies B pe3y/ITAT Ha H3BbPIEHA NPOBEPKA Ha TPOH3BOMTEN HA JeKAPCTBEHH NPOLYKTH CLITIACHO
wi. 111, an. 5 ot Aupexraea 2001/83/EC

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

AsmbIHUTEIHA ATeHIHs 0 JekapcTeaTa Ha PemyGauka bparapha yaocrosepsisa CeiHOTO:

Bulgarian Drug Agency confirms the following:

Ipon3BoANTeAAT Ha AeKAPCTBEHH NPOAYKTH:
HIKHA M @APMACIOTHKBJIC” 00X

The manufacturer:

GE PHARMACEUTICALS Lid

Auxpec Ha ofiexTa:

TIpoMunLIERa 3088, M. ,Uexanuua ¥0r”, rp. BoTesrpan 2140, Buarapus
Site address:

Industrial zone, "Chekanitza — South™ area, 2140 Botevgrad, Buigaria

fe npoBepes N6 HALHOHAJHATA NPOrpama 3a H3BBPLIBANE HA IPOBEPKH BLEB BPB3KaA C pa3peuieHue 32
npoussoacTse BG/MIA-0025 nznaneno curiacHo pasnopenGure Ha un. 40 ot JupexTHpa 2001/83/EC,
TPayCMOHUPAHH B HALKHOHAHOTO 33KOHORATEICTBO HA Peny6nnxa Buarapud ¢ 4. 146 ot 3axoena 3a
JeKapcTBeHHTE MPOAYKTH B XYMEHHATA MEAHUNHA (3JOIXM).

has been inspected under the national inspection programme In connection with mamufacturing authorisation BG/MIA-
0025 in accordance with Art. 40 of Directive 2001/33/EC, transposed in the following national legislation: Art 146 of

Medicinal Products for Human Use Act

[pu nocleaHaTs NPOBEPKA HA APYIKECTBOTO, NPOBe1eHa HA 27/04/2018 r. Ge ycTaHOBEHO, 4e YCIOBHATA
HA TIPOM3IBOACTBO €2 B CHOTBETCTBHE ¢ NPHHUHIHTE M H3UCKBAHWATA 34 pofpa NMpo#3BOACTBEHA
npaKTHKa, nocodeny B Jupexrnsa 2003/94/EC / ¢ mogxonsima cTeneH HA CHOTBETCYBHE C H3HCKBAHHUATA
na JXMII nocoueno B <. 46(f) oT dupexrusa 2001/83/EC .

From the knowledge gained during inspection of this manufacturer, the iatest of which was conducted on 27/04/2018 2., it
is considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/EC / an appropriate level of GMP as referred to in Article 46(f) of Directive 2001/83/EC.

HacTospsT cepTHGHKAT 0TPa3siBa YCJIOBHATA HA MECTATA 32 POH3BOACTBO M0 BpeMe Ha mposepkaTa,
nocodena no-rope U He TpAGBa Aa ce CYHTA, Ue 0TPa3sBa AeliCTRHTENHOTO CLCTOSHAE HA NPOH3BOAUTERS,
aKO ¢a M3MHHAAA MOBeye OT TPH TFOAHAM OT JATRTa Ha NposepkaTa. BoapekH ToBa, TO3M CPOK HA
BAJIHAHOCT MO¥e fa 6bAe HAMaNeH WM YIbJoKeH Ype3 H3M0A3BaHe OLeHKa HA PHCKA, KOETO ce [0C0HBa B
noJero ,,OrpasnueHssTa HaH 3a6enexKn”.

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 _

CepTuduKaTa e BaJHAEH CaM0, KOraYo e RPEICT2BeH ¢ BCUMKH CTPAHHUH H NBETE Yactu 1n 2.

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

MCTHHHOCTTA H2 TO3M CepTHPHKAT Moke Oa Gbae nposepena B EudraGMP. AKo He e BLBedeH, Moan
CBBPIKETE Ce C H3NABAIIHA OPFaH.

The authenticity of this certificate may be verified in EudraGMP. If it does not appear, please contact the issuing
authority.
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[ B4 Jéxapcreenu NpogyKTH 3a XyMaHHa ynotpeda/Human medicinal products

- [acr 1/Part | — TPOA3BOLCTBEHY NEAMHOCTH/ MANUFACTURING OPERATIONS

| Hecrepunrmaponyscen/Non-sterile products
1.2.2. Cepruduuupane ua napruan/Batch certification
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1 OnaonsuePackaging | i

33 5.1. TTspauuno onaxosane/ Primary packing
1.5.1.1 Teepou xancynn / Capsules, hard shell
1.5.1.13 Te6neriw/Tablets

1.5.2 Bropuuso onakosane/Secondary packing
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1.6.2_Muxpobuonornynu: HOCI‘GEHHHH/MCI‘OMO’QE. :cal * non-sterility
1.6.3 Xumnunn /dusnunn/Chemical/Physical |
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Yacr 2/Part2 - BHOC HA JEKAPCTBEHH NPOAYKTH

L prodiE
2.1.2
2.1.3 Xumuunn/duanuun/Chemical/Physical

22. [ Cepindimmpanc ra sieceHn NapTHIA siekapcTBern nponyscra/Barch centification:of imported medicindl
i Wi -"Ffﬂh is . H a0 =

2.2.2.

daua 1 3abesencky, HMalK Bpb3ka ¢ 00XBaTa Ha Te3y IPOH3BOACTBEHH HefiHOCTH:
didtion or clarifying remarks related to the scope of these Manufacturing operations:

31/05/2018

Ion. Acena CroHmenoBa, ad
'7 _L[ Assoc. Prof. Assena Stoimenova, PhD, MScPharm,
iR H3nbaneTeReH JupexTop

Executive Director

HsneanHTensa areHHNs 00 JeKapeTBaTa
Bulgarian Drug Agency

Codms 1303, yn. Qamsan Tpyes N2 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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Ha 13.06.2018 r., AAHAWN FMABWUHOB, Hotapuyc e paiiod PC Botesrpag c per. Ne 371 Ha
HotapwanHata kamapa, yaoCTOBEPABaM BEPHOCTTa Ha TO3W NPenuc, CHET OT: OPUMHAIDN Ha
otuumManeH (4acTeH) AOKYMEHT NpeaCcTaBeH MK OT: .
NNAMEH ACEHOB 3APEB, EMH: 5705157240, ALIPEC: BOTER

KkaTo B Mbpeoofpasa HAMALWE 3a4epKeaHnA, npubasku, nonpag

Per. Ne 2755

Hotapuyc:

Cubpana Takca: 48.00 i
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APOSTILLE
(Convention de La Haye du S octobre 1961)
1. Abp:kaBa:  PEITYBAWKA BbATAPUA
Country: REPUBLIC OF BULGARIA

To3n nybanuen axT / This public document

2. e noanucasx or; Eaeua Huronaaesa Hauesa

has been signed by: Elena Nikolaeva Nacheva
3. B Ka4ECTBOTO MY Ha: IOAMICBAL CAYIKHTEA

acting in the capacity of: certification officer
4. 11 e NOCTaABEH nedar/MapKa:

MusnncTepcTBo Ha 3ApaBeonaBaHeTo

bears the seal/stamp of: Ministry of Health

3asepen / Certified

5.p: COOHMA-BBATAPHA 6. Ha: 21.06.2018
at: SOFIA-BULGARIA the: 21.06.2018

7.o1: MUHHUCTEPCTBO HA BbHIITHUTE PABOTH

Anpexuna "Koncyackn Otromenns”
by: MINISTRY OF FOREIGN AFFAIRS
"Consular Relations” Directorate

8. nop N/ Number; M-16-7927/21.06.2018

10. TToanuc: M\
Signature: /é’?/ .

Nina Spaseva Borisova
Senior Expert, Sector DCR-MFA

s document is to be used ind country which is not party to the Hague

FConvention of § October 1961, it should e preseanted to the consular

section of the mission representing thut country. An apostille or legalisation
certificate anbe confirms that the signatury, seal or stamp on the document s genuine.
it dows mot mean that the contents of the docament are correct or that the Munistry
uf Foreign Affuirs approves of the contents.

Cuopana Takca/Paid tax: 15 ap/lv

http://apostillemfabg ID: DEA30007D6863




