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Bulgarian Drug Agency

CEPTH®HKAT 3A JIOBPA IIPOU3BOJACTBEHA IIPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Ne BG/GMP/2024/275

Yacr 1
Part |

Usnaneu B pesynrar na U3BLPLICHA HPOBEPKa HA NPOH3IBOAHTE] HA JACKAPCTBERH HPOIYKTH ChIJIACHO
i 111, an. 5 ot Jupexrusa 2001/83/EC
Issued following an inspection in accordance with Are. 111 (3) of Directive 2001/83/EC

HsnbanaTtenna arennns no JexapcTeara Ha Peny6auka Bvarapus YA0CTOBEPABA CACAHOTO:
Bulgarian Drug Agency confirms the following:

IHpounssoaureant:
»BAJIKAH®APMA-PA3I'PAJT” AJT

The manufacturer:

BALKANPHARMA —~ RAZGRAD AD

Ajipec Ha obexra:

Oya. ,Anpuieko nctanue” Ne 68, Pasrpan 7200, Br.arapus

Site address.

68 Aprilsko vastanie Bivd, Razgrad 7200, Bulgariu

0e npoBepen no HauMoHaNnaTa TporpamMa 3a U3BLPUIBANE HA NPOBEPKH BLE BPb3KA ¢ paspemiennre 3a
npoussocTeo Ne BG/MIA-0423 wusnageno chraacuo paznopenbure Ha unx. 40 o1 Adupexruna
2001/83/EC, TpaHCTIOHMPAHN B HANKOHATHOTO 3aKoMoaaTecTBO HA PenyGanka Buarapus ¢ wi, 146
0T 3aKoHA 3a JIeKapcTBeHuTe MPORYKTH B XyManHaTa Meanuuna (3JOTXM).

has been inspected under the national inspection programme in connection with manufacturing awthorisation No
BG/MIA-0423 in accordance with Art. 40 of Directive 2001/33/EC, transposed in the following national legislation: Are
146 of Medicinal Products for Human Use Act.

TIpn nocaeanara nposepka Ha APYKECTBOTO, IpoBeneHa Ha 30/05/2024 Ge ycranoseno, ue YCII0BHATA HA
POUZBOACTRO €A B CHOTBETCTEHE ¢ HPHHIHNNTE H H3MCKBAHHATA 32 A06PA NPOH3BOACTBEHA NPAKTHKA,
nocovenu B qupextusa 2017/1572/EC n Henerupan Pernament (EC) 2017/1569 na Komucusira

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on IW05/2024, it is
considered that it complies with the Good Manufacturing Practice laid down in Directive (EUF 2007/1572 and
Commission Delegated Regulation (EU) 2017/1569.

Hacrosmusr ceprudnkar 0Tpassisa yCIOBHATA HA MSICTOTO 32 IPOH3BOJCTBO MO Bpeme HA ApoBepKara,
IOCOYMEHA No-rope M He TpAGBa aa ce cumTa, ue OTpassiB  JeHCTBHTE/IHOTO CLCTOSIHHE Ha
POHIBOANTES, AKO €4 H3IMHHAJIH TOBEYE OT TPH FOJMNH OT JATATa Ha npopepkara. Buipexn topa,
TO3H CPOK HA BAIMIHOCT MOMKE Aa ObLjle HAMAJIeH HJiu YAB/GKEH ¥Ipe3 HIMO03BAHE NPUHUHIIHTE Ha
YUPABJIEHUE HA PUCKA, KORTO CC NI0COYBA B 1101eT0 ,,Orpannyenust nan 3adeienin’.

AxTyanusaunu na ,,Orpaunvenns win sabeaesxku® morar Ja OBAAT HAEHTH(HUHPARY Ype3 yebeaiira
EudraGMDP (http://eudragmdp.ema.europa.eu/),

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 thar inspection.
However, this period of validity may be reduced or extended using regulutory risk management principles by an entry in
the Restrictions or Clarifying remarks Jield.

Updates 1o restrictions  or clarifving  remarks can be identified  through the EudraGMDP  \website
(hitp: ‘endragmdp.ema. europa, ew’).

CepruduxarsT e BannacH camo, Koraro e npeiicTaBed ¢ BCHYKH CTPAHHNH | ABeTe Yactu 1 n 2.

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

Hcrnnnocrra na Tosu ceprudurar moske na 6nae nposepena B EudraGMP. Ako ne e BhBejen, Moag
CBbPKETE Ce ¢ M31ABalH opram.

The authenticuty of this certificate may be verified in EudraGMP. If it does not appear, please contact the issuing
authority.
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! 4 Jdexaperenn IPOAYKTH 32 XymaHHa ynorpeda/Human medicinal products
E Jlekapersenn nmpogykrTu HpenHa3HAYMEHH 32 KIMMHYHO HINUTBane/Human Investigational medicinal
| products
1. IPOM3BOACTBEHU AEUHOCTH HA JEKAPCTBEHHW MPOAYKTH/MANUFAC TURING OPERATIONS
MEDICINAL PRODUCTS

| 1.1__'L Crepuann npoaykrufSterile producis LN ; Erolent ] I
== LL1.L1 AcenTnudo usrorsenu (MPOU3BONCTBEHN NEHHOCTH WA CleqHuUTe JeKapCTBeHn opMu)/Aseptically prepared—l
| {(processing operations for the Jollowing dosage forms)
| |' L1.1.3 MonyTsspau dopmu/Semi-solids

' 1.1.1.4 Teunoct ¢ Mamtk o6em/Small volume liquids

7 L IHOCTH € MaTBK 00CM/Small volun

1 1.1.3_Cepruduunpane ua napruaw Batch certification
| 1.2 | Hecrepuanu n poayxrw/Non-sterile products ML SR F e N _ .
' [ I.2.1  Hecrepunuu NPOLYKTH (NPOM3BOACTBEHH AEHHOCTH HZ ClENHHTE TekapCTBenn Gopmn)/ Non-sierile products |
(processing vperations for the Jollowing dosage forms)
| | [.2.1.1 Tevpaw xancynu /Capsules, hard shell
| , 1.2.1.5 TeynocTw 3a BhHwHA ynotpeba/Liquids for external use
1.2.1.6 TeunocTu 3a BeTpemua ynotpeba/Liquids for internal use
| , L2.1.t1 Monyrebpau dopmu/Semi-solids
i | 1.2.1.13 TaBnerku/Tablets
|. - 1:2.1.17 Jlpyrw < Ppauy.m u [paxose 3a nepopanna ynotpeta=/Other < Granules and Powder for oral use>
= 1.2.2. Ceprudmunpane na napruan/Batch certification
.t_l_-“'- ] Apyru npoaykti nin 1POu3BoacTReHu aeitnocTn/Other products or proce ssing activity
4.1 Hpounseoncteo R Manufacture of:
V4.1l bunkosu nponykrw/Herbal products .
| 1.4.2 Crepunusanva va akTheHg BELICCTBA/TIOMOLIHH BElECTBA/KpacH nponykr/ Sterilisation of active
substances/excipientsifinished product:
1.4.2.4 Xumnuna/Chemical

SRR

| 143 Jpyra <muxponnsupare>/Other<micromization™ o
Fj;ﬁ-ﬂ__Oﬂowe/&w@Mﬂg__ T e L L S S
L.5.1. TTupBUtHO onakosane Primary packing

; L.5.1.1 Tevpaw kancynw / Capsules, hard shell

[.5.1.5 TeunocTw 32 BbHWHA yuorpeGalLigquids for external use

1.5.1.6 leunoctu 3a mL1pewna ynorpeba/Liguids for internal use
- ' L5.1.11 Honytsepan/Semi-sofids
| | 1.5.1.13 TaGnetxw/Tablets
' 1.5.1.17 Jipyru <I'pasynu u | [paxose 3a nepopasina )-'|mrpeGa.?'/Otlwer<Gmnufc_{_un_c!_Pg\wii'j{;f oral use >
132 Broputtho onakosane/Secondary packing
| 1.6. | Kauecrsen konrpoa/Quality control testing
+——-1:6.1 MuxpoGuonoruunn: crepwniw/Microbiological: sterility
! T_]6£ MukpoGuonorusnu: Heetepunnn/Microbiological: non-sterility
L1163 Xumuunn usnanu/Chemical/Physical

i' 2. BHOC HA JEKAPCTBEHM DPONYKTH/IMPORTATION OF MEDICINAL PRODUCTS - i

Kauecrsen wonrpon na BHECCHH JIeKAPCTBERA npoaykTu/Quality control testing of imported medicinal products

[ 2.1
__+E-l-L_Mﬁiﬂ“‘@“}l{'}lﬂ"“?'F__C.'I":'E“_“HiM""_"Obf‘?E&!""E”’_? sterility
2.2 MukpoGuonoruunu: wectepunun/Microbiological: non-sterility .
2ol Xusuwsiw Gusaunw/Chemical/Physical e .
!—2.2. | Cepruduunpane va BHecenn napruan JNEKRAPETBEHH NPOAYKTH/Batch certification of imported medicinal producis ]
| 2.2.2. Hectepunuu npoaykri/Non-sterile products
| 2.3. | Apyru pefinocrud no suoc /Other importation activities
| 2.3.1. Mscro Ha ushueckn BHOC/Sife of physical importation — U ]
' 2.3.2. BHOC Ha MeXAMHHY NPOAYKTH, OLE)AMIH HA NOCNeBaIE 06paborTka/ Importation of intermediate ‘
‘ | which undergoes further processing

I
|
-
|
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Orpannyesss nin 3a0€1€KKH, HMALK BPH3Ka ¢ 06XBATA HA TO3H cepTHOHKAT:

Any restrictions or clarifving remarks related to the scope of this certificate:

Paspenenyre sefinoctu Bxmounar v:/ Authorized activities include and:

B 1.1.1.3 nponsgoacTso ha mas 3a our; 8 T. 1.1.1.4 Kanku 32 04H, PazrBop; KANKH 32 046, CYCTICH3MSL KANKH 34 04H/YLLH, pa3TROp. B
1. L2101 u [.5.).] npou3sBoiCTBO/TPBHYHG OlIAKOBAHE HA CTOMAILHO YCTOHUHBH TBLpAM kKancyauw: B 1.2.1.5 u 13515
[;OH3BOICTBG NILPBHMHO OITAKOBAHE HA pasTeop 3a koxka: B 1.2.1.6 u L.5.1.6 mpou3roneTso/nepBIMHO ONAK0BAHE HA NEpopanHi
sanku/cHport: BT, 1.2 [ 11 1 1.5.1.11 npouspoAcTso/mbpBUdHO ONAKOBAKE HA [e/l; MA3; KPEM; NACTA 38 YCTHA AHIABMUA; Ma3 34 HOC:
BarMnaneH kpem, B . 1.2.1.13 w 1.5.1.13 npoM3sBOACTBO/MBPBUYHO ONAKOBRHE HA CTOMALIHO YCTOHYMBH TaGreTkn; thamvupanu
Ta0NeTKH; TabneTKM 32 CMydeHe, NPECOBAHM, TABNETKM ¢ YABMKEHO 0CBOGOMAARAHE; AWCIIEPrypalltd ce TAGAETKM, TabaeTKH
ChABPHALM KOPTHKOCTCpOorH; B T. 1.2.1.17 » 1.5.1.17 npou3BoACTRO/ILPEHYHO ONTAKOBAHE Ha TPaHyjiv 34 MEpopalHa ynotpeda,
npaxose 32 nepopanda ynotpeba; B 1. 1.4.1.1 NPOMIBOACTBO/MBPEMYHO ONAKUBAHE HA TERPAM KANCY/IM; I'CJ; NPAX 3a NCpopaiHa
ynotpeGa; B T. 1.5.2 ce BKNIOYBAT BCHUKM M3GPOCHH MO-Tope AeHHOCTH; paspeleHuTe fefinocti 5T, 1.1.1.4, 1.2.1.5; 1.5.1.5: 1.2.1.6:
1.5.1.6 morat 1a GbAaT MapbpwibaHn B PL| , Teunu crepunnu u nomyTBepau sexapcTBend (opmu™ (Yuactuk Teunu | w Yuacrnk
Teunu 2).

B Yuacrex 2 8 PIL .Tebpan nosupand mekapcTBeHn (OpMu™ ct HPOMIBEXAAT M ONAKOBAT KOPTHKOCTEPOMIHMN ACKAPCTBEHY
NMPOAYKTH/TA0ICTK K.

In p. 1.1.1.3 manufacturing of eye ointment, in p. 1.1.1.4 manufacturing.primary packaging of eye drops. solution, eye drop
suspension, eye and ear drops solution; inp. 1.2.1.1 and 1.5.1.1 manufacturingiprimary packaging of gastro-resistant hard capsules;
fnp. 1215 and 1.5.1.5 manrufacturing/primary packaging of cutaneous solution; in p. 1.2.1.6 and 1.5.1.6 manufucturing/primary
packaging of oral drops. syrup; in p. 1.2.1.11 and 1.5.1.11 manufacturing/primary packaging of gel. ointment, cream, oromucosal
paste, nasal ointment, vaginal cream; inp. 1.2.1.13 and 1.5.1.13 marufacturing/primary packaging of gastro-resistant tablets, film-
coated tablets, compressed lozenges, prolonge release tablets, dispersible tablets, tablets containing corticosteroids; inp. 1.2.1.17 and
(.5 117 manufacturing primary packaging of granules and powders for oral use; inp. 1.4.1.1 manufacturing/primary packaging of
hrard capsules, gel, powder for oral use; in p. 1.5.2 include all products listed above: the authorized activities in po il 4 1215
{503, 1.21.6 and 1.5.1.6 could be performed in the facility "Liquid Sterile and Semi-solid dosage forms" (Liguid Unit | and Liguid
{init 2).

I Unit 2 of the facifity “Solid dosuge forms” are produced and packaged corticosteroidsitablets.

UINATBAHE/MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUICTS

1.1 | Crepunun npopysrniSierile products

(processing operations for the following dosage forms)

1.1.14 “Teunoctu ¢ Manbk obeM/Small volume liquids
1.1.3  Cepruduumpane Ha napruan/Batch certification
1.2 | Hecrepunnu npogyxtn/Non-sterile products

{(processing operations for the following dosage forms)
1.2.1.1 Tewpau kancynu /Capsules, hard shell
1.2.1,11 Tonytespau dopmu/Semi-solids
1.2.1.13 Tabnetku/Tablets

I. MPOM3BOACTBEHHW AEWHOCTH HA JIEKAPCTBEHMW OPOAYKTH MPEJAHA3HAYEHN 3A KAMHUUHO

[.2.1  HecTepunuu OponyKTH (NPOW3BOACTBEHH AEHHOCTH HAa C/GAHHTE NEKAPCTBEHM opmuy Non-sterile products

1.2.2. Ceprudmunpane Ha napruau/Batch certification

LS. | Onakosase/Packaging
1.5.1 IspruyAHO onakosane/Primary packing
1.5.1.1 Tawpau kancynw/Capsules, hard shell
1.5.1.11 Tloaytebpau Gopmu/ Semi-solids
| 1.5.1.13 Tabnetku/Tablets '
1.5.2 BropudHo onakoBaHe/Secondary packing /

1
|

I.I.I AcenTiuHo n3roTBeHn (MPOU3BOICTBEHH AEHHOCTH H& CICAHWTE JIeKapCTBEHHM thopmuVdseptically prepared

1.6, | Kauecrsen kowrpos/Quality conirol testing i
1.6.1 MHKpoGHONOTHYHH; c*repunHH/Microbiolog{cuj;;.'ﬁ{hri;'r'@ii The

1.6.2 Mukpobuonoriuny: Hecrepunnn/Microbj lgg_:’lc_z{{iﬂ;-gé;;{!;}:_\-?__.\ )
1.6.3 Xumuuny /pusnann/Chemical/Physical [{ =/ win Zow 0 -

= Lui- .T-—--._;.‘—‘T 2 .__._ - -
Orpanunyuenus: nin 3abestexnxd, HMAH Bp'b3l€4 SOOXBRTR HATO3H cepruuK:
Any restrictions or clarifving remarks related to the sc ol this gg’?*r{}{}c'mc.;-,}f'rm,i;

/ &2

T: [Hama

1

g =

24/07/2024 Ry~ hapyr. Bontas Knpwaos
Bogdan-Kir'i ku 5/,{1'{81';’ *harm, MPH
Hanbanureaen Jupekrop
Executive Director
H30bIHATEHA aTeHIUS MO JIEKAPCTBATA

Bulgarian Drug Agency

Codws 1303, yn. Oaman Mpyes NO 8, Ten.: (02) 8903 555, daxc: (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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