PENYBJ/INKA BbJITAPUA
UsnbsiHUTENTHA areHUMs Nno siekapcrBara
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

CEPTH®UKAT 3A JOBPA TIPOU3BOJACTBEHA MPAKTHUKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2019/166

Yacr 1

Part 1
H3nagen B pe3yiTaT Ha H3BbPIIEHA MPOBEPKA HA MPOU3BOIUTE HA JEKAPCTBEHH MPOLYKTH ChIJIACHO
wi. 111, an. 5 or IupexTuna 2001/83/EC.
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

H3nbanuTeHA areHlHs 10 JeKaperBaTa Ha Peny6anka Boirapusi yiocroBepsiBa cJeIHOTO:
Bulgarian Drug Agency confirms the following:

IIpon3BoANTE ST HA JTEKAPCTBEHH NMPOAYKTH:

»@APMA” A1

The manufacturer:

PHARMA PLC

Anpec Ha o0eKTa:

yi. ,Heodur Punckn” Ne 13, Jynuuua 2600, bbarapus

Site address:

13 Neofit Rilski Str., 2600 Dupnitsa, Bulgaria

0e mpoBepeH N0 HALHMOHAJIHATA IIPOrpama 3a H3BbPUIBAHE HA MPOBEPKH BLB BPb3Ka ¢ paspelieHne 3a
npoussoacTtso BG/MIA-0050 u3nageHo cbriaacHo pasnopendure Ha 4. 40 ot Jupexruna 2001/83/EC,
TPAHCMOHHPAHH B HAMOHAJIHOTO 3aKOHOAaTeJacTBO HA Penybaunka bouarapus c¢ 4. 146 ot 3akoHa 3a
JIeKapCTBeHHTE NMPOAYKTH B XyMaHHaTa Meauuuna (3JIIIXM).

has been inspected under the national inspection programme in connection with manufacturing authorisation BG/MIA-
0050 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

[Ipu nocaennaTa npoBepka Ha APY:KeCTBOTO, MpoBeaeHa Ha 27/09/2019r. Ge ycTaHOBEHO, Ye yCJAOBHATA
Ha MPOH3BOACTBO €a B CHOTBETCTBHC ¢ NPHHUHUIUTE H H3HCKBAHUSITA 32 Ao0pa MNpOH3BOACTBEHA
NMpPaKTHKA, nocoyeHu B J{upexruna 2003/94/EC.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 27/09/2019, it is
considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/EC.

HacrosiuusaT ceprudukaT oTpassiBa ycJoBHITA HA MECTATA 32 MPOM3BOACTBO N0 BPEME HA NMPOBEpPKaTa,
MOCOY€HA M0-rope H He TPsA0Ba Ja ce CYNTAa, Ye 0TPa3siBa AeliCTBUTEIHOTO ChCTOSIHHE HA MPOH3BOAUTESI,
AKO ca H3MHHAJM MOBe4Ye OT TPU TOJMHHM OT JaTaTa Ha NpoBepkaTa. Bbhnpexkn ToBa, TO3M CPOK HA
BaJIMAHOCT MOsKe 1a ObJe HaMaJieH HJH yIbJKeH Ype3 H3M0J3BaHe OLIEHKA HA PUCKA, KOETO Ce M0C0YBa B
1oJeTo ,,OrpaHuYeHusiTa HIN 3a0e1eKKHn”,

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.

CepTuduraTrsT € BaJHIEH CAMO, KOTraTo e MpeACTaBeH ¢ BCHYKH cTpanuuy u asere Yactu 1 u 2.
This certificate is valid only when presented with all pages and both Parts 1 and 2.

HcTuHHOCTTa HA TO3H cepTHHUKAT Moske Aa Obae mposepena B EudraGMP. Ako ne e BLBenen, Mouist
CBBPIKETE Ce C U3JaBaLHs OpPraH.

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

(PCTBEHH NPOIYKTH 33 XyMaHHa ynorpebda/Human medicinal products

[lexapcTBeHH NPOIYKTH 3a BeTepHHAPHA ynoTpeda/Veterinary medicinal products

A3ZPELIEHH TEHHOCTW/AUTHORISED OPERATION

[Ipow3BOICTBEHH AeHHOCTH (ChriacHo yacT 1)/Manufacturig operations (according to part 1)

|

BHOC Ha JIeKAPCTBEHH MPOAYKTH (ChIaacHo uact 2)/[mportation of medicinal products (according to part 2)

Yacr 1/Part | — MIPOU3BOJCTBEHU JEMHOCTU/ MANUFACTURING OPERATIONS

1.2

Hectepusann npoayktu/Non-sterile products

1.2.1 Hecrepunnu nponykti/Non-sterile products
1.2.1.1  Tewpau xancymau / Capsules, hard shell
1.2.1.13 Tab6nerku/Tablets

1.2.2 Cepruduumpane Ha naprunu/Batch certification

OnaxosaHne/Packaging

1.5.1. TTspBuuHO onaxoBane/Primary packing
1.5.1.1 Tewepnu xancyiu / Capsules, hard shell
1.5.1.13 Tabnerku/Tablets

1.5.2 Bropuuno orakoBane/Secondary packing ‘_J

1.6. | Kauectsen xourpoa/Quality control testing

1.6.2 Muxpo6uonorudnu: Hecrepuinn/ Microbiological: non-sterility

1.6.3 Xumuuru /puswanu/ Chemical/Physical

OrpanndeHns win 3a0ejie:KKH, HMalld BPb3Ka ¢ 00XBaTa Ha Te3H HpOH/CyBOIICTBeHl/I AeifHOCTH:
Any restrictions or clarifying remarks related to the scope qﬁ{!ﬁ&fﬁ%&?ﬁfagturing opsration:
A ' Gq x o
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Executive Director
M3nbaHuTe/IHA aTeHIHs 110 JIeKapeTBaTa
Bulgarian Drug Agency

Codusi 1303, yn. aman Mpyes 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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