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CEPTU®HUKAT 3A JIOBPA ITPOU3BO/JICTBEHA ITPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2023/240
Yacr 1
Part 1
M3a1€eH B Pe3yJTAT HA H3BbPIIEHA NPOBEPKA HA NPOM3BOJANTE/] HA JIEKAPCTBEHH MPOAYKTH CHIVIACHO
i 111, an. 5 or Jupexrusa 2001/83/EC.
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

M3nbaHuTe IHA areHuHs no Jekapersara na Peny6anka bearapus yiocrosepsiBa ¢JIeIHOTO:
Bulgarian Drug Agency confirms the following:

Ipou3BOAHTENAT HA JICKAPCTBEHH MPOAYKTH!

The manufacturer:

KWALITY PHARMACEUTICALS LIMITED

Ajipec Ha oDeKTA:

Site address:

J-A. INDUSTRIAL AREA., RAJA KA BAGH, TEHSIL NURPUR, DISTT. KANGRA (H.P.), 176201,
INDIA

0e npoBepeH BbB BPbH3KA ¢ paspelieHne 3a ynorpeda Ha JeKapCTBEHH NPOAYKTH, NMPOH3BEJeHH H3BbH
EBponeiickaTa HKOHOMHYECKA 30Ha CbriacHo wi. 111(4) ot lnpextusa 2001/83/EC.

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.

[Ipu mocaeHaTa NPoBEPKA HA APYKeCTBOTO, nposeaena na 21/04/2023 Ge yeraHoBeHo, Ye yCJIOBHATA HA
MPOM3BOACTBO €A B CHOTBETCTBHE ¢ NPHHUIHNHATE H H3HCKBAHUATA 32 100pa NPOH3BOACTBEHA MPAKTHKA,
nocouenn B J{upexrnsa 2003/94/EC /.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 21/04/2023, it is
considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/EC /.

HacrosimusT cepTuHKAT 0TPaA3siBa YCJIOBHATA HA MECTATA 32 NPOH3BOACTBO IO BPeMe Ha MpoBepKarta,
MOCOYEHA MO-rope H He TPAOBa 1A ce CYHTA, Ye 0TPA3siBa AeHCTBHTEIHOTO CHCTOSIHHE HA NPOH3BOANTE S,
AKO ¢a M3MHHAJH TOBeYe OT TPH FOAMHHM OT JaTaTa HA nposepkarta. Bhbnpekun ToBa, TO3H CPOK Ha
BAJTHIHOCT MOZKe 1a Obae HAMAIEH HJIH YIbIKEH Ype3 H3N0/3BaHe OlleHKAa HA PHCKA, KOETO ce N0Co4Ba B
1101€710 ,,OrpaHnueHusiTa Hian 3adesexKn”.

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.

CepTHdHKATA € BAJHIAEH CAMO, KOraToO € NPeICTABEH ¢ BCHYKH CTPaHHUM 1 ABeTe HYacTh 1m2.

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

MeTHHHOCTTA HA TO3H cepTHHKAT Moxke 1a Obie nposepena B EudraGMP. Ako ne e BbBeseH, Moas
CBbIKETE ce ¢ H3/1aBallus 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

- e

< JlekapcTBenn NpoAyYKTH 3a XyMaHHA ynoTpeda/Human medicinal products

MPOU3BOACTBEHU JEMHOCTW/ MANUFACTURING OPERATIONS

1.1 | Crepuianu npoaykru/Sterile products

1.1.1 AcentuuHo usrorsenu/Aseptically prrepared
1.1.1.2 Jluopunuzaru/Lyophilisates
1.1.1.4 Teunocru ¢ Mmanbk o6em (Paakonn)/Small volume liquids (in vials)

(powder for injection)

1.1.1.6 [lpyru acenTtuyHo u3roTseHn npoaykru (npaxose 3a uHxkeunu)/Other aseptically prepared products

1.2 | Hecrepnaun npoaykru/Non-sterile products

1.2.1 Hecrepunuu nponyxtw/Non-sterile products
1.2.1.1 Tewpau kancyau /Capsules, hard shell

(oral powder in sachet).
1.2.1.13 Tabnetku (HeoOBMTH TabaeTkH U puiamupanu tabaerku)/ Tablets(non-coated and film-coated tablets)

1.2.1.8 Jlpyru tBbpan nexapctBenn hopmu (mpax 3a nepopanto npunoxkerue in sachet)/Other solid dosage forms

1.5. | OnakoBane/Packaging

1.5.1. [TbpBuYHO onakoBaHe/Primary packing
1.5.1.1 Tewvpau kancynu /Capsules, hard shell

(oral powder in sachet).
1.5.1.13 Tabnerku (HeodBuTH Tadaerkn u Gpuamupann tabnerkn)/ Tablets(non-coated and film-coated tablets)

1.5.1.8 Jlpyru TBbpau JekapcTBeHn Gopmu (npax 3a nepopanHo npunoxkenue in sachet)/Other solid dosage forms

1.5.2 BropuuHo onakosaHe/Secondary packing

1.6. | KauecrBen koutpou/Quality control testing

1.6.1 Mukpoduosnornunu: crepunuu/Microbiological: sterility

1.6.2 MukpoOuosoruunu: Hectepunuu/Microbiological: non-sterility

1.6.3 Xumununu /puswann/Chemical/Physical

Orpannvenns Hin 3a0€/1€/KKH, HMAIIH BPb3Ka ¢ 00XBATA HA Te3H NPOH3BOJACTBEHH eHHOCTH:
Any restrictions or clarifying remarks related to the scope of this manufacturing operation:
This inspection covers manufacturing and testing of medicinal products in Cytotoxic Block and Cephalosporin
Block of the manufacturing site:
Cytotoxic medicinal products:
Sterile medicinal products: Aseptically prepared (processing operations for the following Dosage forms):
Small volume liquids (vial) and Lyophilized Injection.
Non-sterile products; Non-sterile products (processing operations for the following Dosage forms):
Capsules, hard shell: Tablets: Tablets/Coated tablets.
Cephalosporin medicinal products:
Sterile medicinal products; Aseptically prepared (processing operations for the following Dosage forms):
Small volume Aseptic powders for injection.
Non-sterile products; Non-sterile products (processing operations for the following Dosage forms):
Capsules, hard shell; Other Solid dosage form - powder for oral suspension in sachets (Oral Dry Syrups);
Tablets/Coated tablets.
Activities pointed out in p.1.1.1.6, p.1.2.1.8 and p.1.5.1.8 refer only to manufacture of cephalosparin medicinal products.
HMucnekunsita e N3BbPLICHA JHCTAHIHOHHO.
It has been distant inspection

Bb3 ocHOBa HA OllEeHKA HA PHCKA, BAJTH/IHOCTTA HA CepTH(HKATA € IBe FOAHHH.
Based on risk assessment the validity of the certificate is two years.

21/06/2023 mar.- papm. borgan Kupuios
Bogdan Kirilov, MScPharm, MPH
M3nbanurtenen {upexrop
Executive Director
M3nbiannTe/ina areHnus no Jexk
Bulgarian Drug Agency
Codwmsa 1303, yn. Jaman pyes N2 8, ten.: (02) 8903 555, dakc:
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax:
e-mail: bda@bda.bg 1
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