PENYBNUKA Bb/IFAPUSA
N3nbnuurenna areHuus no nexkapcrearTa
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

CEPTH®HKAT 3A 1OBPA MPOU3BOACTBEHA IMPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Ne BG/GMP/2021/183

Yacer 1
Part 1

H3znajen B pesynTar ua H3BbpINeHa nposepka na NPOM3BOIHTE/I HA JIEKAPCTBEHH NPOAYKTH ChIJIACHO
i 111, an. 5 or {upexrusa 2001/83/EC.
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

H3nbinnrenna arenuust no jiekapersata na PenyGinka buarapus yaocrosepsisa ciennoro:
Bulgarian Drug Agency confirms the following:

IIpoussoanTensT na ekapersenn NPOAYKTH:

SKEHAW” 00/

The manufacturer:

KENDY Ltd.

Anpec Ha obekra:

ya. ,I'ypmasoseko moce” Ne 8, rp. Boxypuine 2227, buarapus

Site address:

& Gourmazovsko shosse str., Bozhurishte 2227, Bulgaria

0e nmposepen Mo HANMOHAJIHATA Nporpama 3a H3BbLPIIBAHE HA NPOBEPKH BbB BPb3Ka ¢ pazpenienne 3a
npoussoacTBo BG/MIA-0261 usznaxeno chriacho pasnopeadnre na wi. 40 or HupexTusa 2001/83/EC,
TPAHCNOHHPAHH B HAIHOHAIHOTO 3aKOHO/ATEICTBO HA Peny6auka Buarapus ¢ i 146 or 3akona 3a
JIEKApPCTBEHHTE NPOAYKTH B XyMaHHaTa Meannuua (3JIITXM).

has been inspected under the national inspection programme in connection with manufacturing authorisation BG/MIA-
0261 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

Ilpu nocaeanara npoeepka ma apysKecTBoTO, nposeaena Ha 30.06.2021r. Ge ycranoBeno, ue yc/ioBHsTA
Ha NPOH3BOACTBO €a B CHOTBETCTBHE ¢ NPHHOHIHTE H HIHCKBAHHATA 3a nobpa npoM3BOACTBEHA
NpaKTHKA, nocovenn B Aupexrusa 2003/94/EC.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 30.06.2021, it is
considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/EC.

Hacrosmusr ceprudukar orpazasa YCJIOBHSITA HA MECTATA 32 NPOH3BOACTBO MO BpeMe HA NPOBEPKAaTa,
NocoYena mo-rope H He TPAGBA 1a ce CUHTA, Ye OTPA3ABA ACHCTBHTENHOTO ChHCTOSIHAE HA NPOH3IBOAHTEIS,
4KO €a H3MHHAJIM HOBeve OT TPH TOAMHH OT JaTATa HA NpPOBepKaTa. Bounpexkn ToBa, T03M cpok Ha
BAJIHIHOCT MO:Ke /1a Ob/le HAMAJIEH HJIH YIbJIKeH "pe3 H3I0/13BAHEe OLEHKA HA PHCKA, KOETO ¢e H0COYBa B
nojiero ,,OrpannyennaTa uin 3adenexkn”,

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 Clarifyving remarks field,

CeprudukarsT € BAIHIEH cAMO, KOraTo e npeacTaBeH ¢ BCHYKH ¢TpaHuuu u Asere Yactu 1 u 2.

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

Hernunocerra Ha To3m ceprudukar Moxe aa 6bae nposepena B EudraGMP. Ako ne e BbBeaen, Moas
CBbIKeTe Ce ¢ H31aBALHS 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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[X] JlexapcTBenu npoaykTH 3a Xymanua ynorpeba/Human medicinal products

PA3SPELUEHU AEWHOCTW/AUTHORISED OPERATION

XI MpouseoacTBenH eiiHOCTH (CHIIACHO YaCT 1)/ Manufacturig operations (according to part 1)

1. MPOU3BOACTBEHU JEMHOCTW/ MANUFACTURING OPERATIONS

1.2 Hecrepunianu npoaykru/Non-sterile products

1.2.1 Hecrepunuu nponykruw/Non-sterile products

1.2.1.1 Tewpau kancynu /Capsules, hard shell

1.2.1.8  Jlpyru tBbpam nexapcteenn (opmu < EdepBecuenthn Ttabnerku; [lpaxoBe 3a nepopanno
npunoskenue >/Other solid dosage forms < Effervescent tablets;, Powders for oral solution>

1.2.1.13 Tatnerku/Tablets

1.2.2. Ceprudmumpane na naprunu/Batch certification

1.5. | Onaxosaue/Packaging

1.5.1. TTspBuuHO onakoBaue/ Primary packing

1.5.1.1 Teupau kancynu / Capsules, hard shell

1.5.1.8  Jlpyru Ttebpau nexapcteend (opmu< Edeprecuenrun tatumetku; [lpaxose 3a nepopaiHo
npunoxenune >/Other solid dosage forms < Effervescent tablets;, Powders for oral solution=>

1.5.1.13 Tabnetku/Tablets

1.5.2 Bropuuno onakoraue/Secondary packing

1.6. | Kauecrsen kourpon/Quality control testing

1.6.2 Mukpobuonoruunn: necrepunuu/Microbiological: non-sterility

1.6.3 Xumuunu /Gusuwann/Chemical/Physical

Orpannuenus WM 3a0e/1esKKH, HMALIH BPb3Ka ¢ 00XBaTa HA Te3H NPON3BOACTBEHH AeiinocTn: Hama
Any restrictions or clarifying remarks related to the scope of this manufacturing\operation :None
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