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IIsAaAeH B pe3yJlTar Ha Ir3Br,pueHa npoBepKa Ha [porr3BoArrreJr Ha JreKapcrBeHrr rrpoAyrflrr cbnracHo
v,r. 111, ar. 5 or [upexruna 2001/83/EC.
lssuedfollowing an inspection in accordance with Art. I I I (5) of Directiye 200I/83/EC.

IlgnrnuurerHa areHII[q rlo JleKapcrBara Ha Peny6runa Errrapua yAocroBepqBa cJreAHoro:
Bulgarian Drug Agency confirms the following:

Ilpousno4ureJrfl T Ha Jrer(apcrBeHrr rrpoAyrcru:
,,@APMA" AA
The manufacturer:
PHARMA PI,C
Aapec Ha o6emra:
y.n. ,,HeoQur Prurcxr.r" J\! 13, [ynuuua 2600, Eurapua
Site address:
13 NeoJit Rilski Str., 2600 Dupnitsa, Bulgaria
6e nporepeH rlo HauIroHaJIHara [porpaMa 3a rr3BbpruBaHe Ha rrpoBeprflr BbB Bpb3Ka c pa3perrleHrre 3a
rpolr3BoAcrno BG/MIA-0050 lr:laaeHo cbrJracHo pasnope46ure Ha .ur. 40 or,(upercruna 2001/83/EC,
rpaHcrIoHHpaHH B HauIroHaJIHoro 3amoHoAareJrcrBo Ha Pe[y6rurca Br.nrapnq c rur. 146 or 3aroua sa
,'rexapcrBeHure rpoAymrrr B xyMaHHara MeAuurrua (3JIIIXM).
has been inspected under the national inspection programme in connection with manufacturing authorisation BG/MIA-
0050 in accordance y,ith Art. 40 of Directive 2001/83/EC, transposed in thefollowing national legislation: Art 146 of
l,Iedicinal Products for Human Use Acl

llpu noc.reAHara rlpoBepxa Ha ApyxecrBoro, npoBeAeHa sa 27/0912019r. 6e ycrauoBeHo, qe ycJroBusra
Ha rIpoH3BoAcrBo ca B cborBercrBrre c [pl{Huuflrrre H l,I3rrcmBaHuqra :a go6pa [polt3BoAcrBeHa
rrpa KrHKa, nocorreHrr n,(llpemrue a 2003 I 9 4 tEC.
From the knovledge 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
2003/91/EC.

Hacrocquqr cepruSuxar orpa3rBa ycaoBr.rrra Ha Mecrara 3a rtporr3BoAcrn6 no BpeMe Ha rrpoBepmara,
[ocoqeHa no-rope u ne rpn6aa Aa ce cqHTa, qe oTpa3fBa AeficrsHreirHoTo cbcroflHHe Ha rrpoH3BoArrTeJrfl,
aKo ca H3MTIHaJIIT rloBeqe or rpu roArrHrr or Aarara Ha flpoBepnara. BrnpeKH ToBa, To3H cpor Ha
BaJIITAHOCT MOiI(e Aa 6tAe ganra.neH ITJIIi yAbJIxeH rrpe3 Lt3[o.rI3BaHe oIIeHKa Ha pI{CKa, KOeTO Ce IIOCOTIBa B
floJrero ,rOrpaullveHuqra uru ga6e,rexxlt". '

This certificate reflects the status of the manufacturing site at the time of the inspection noted aboye and should not be
relied upon to reJlect 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 Clarifling remarks field.

Cepru$lrxarbr e Ba,'II{AeH caMo, Koraro e rrpeAcraBeH c BcrrrtKr.r crpaHnrrrr rr ABere tlacru I u 2.
This certificate is valid only when presented with all pages and both Parts I anrl 2.

llcruHnocrra Ha ro3u cepru0nrcar Moxe Aa 6rAe uposepeHa B EudraGMP. Axo ne e BbBeAeH, Mols
cBbpxeTe ce c rr3AaBarrlurr opraH.
The aulhenticity of this certificate may be verified in EudraGMP. ( it does not qppear, please contact the issuing

authority.
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Vacr2
Part 2

lpcrBeHrr npo-1) HTr 3a \)'naHHa ynorpe6alHuman medicinal products

.IexapcreeHrr npo.rvtirlr 3a BereplrHapna ynorpe6a/Veterinary medicinal products

\ ]PE tII E H II .lEI1HOCTIII-1L THORISED OPERATION

I [Iporrreolcreexu aefiuocnr (crr,racuo tacr l)lManufacturig operations (according to part l)

Orpauuveuufl trJIIr 3a6eJIexKLIr LIMaTqII Bpb3Ka c o6xBara Ha re3u rlpou crBeHrr AefiHocrII:

hecutive Director
ll:nr.nnureJrHa areHIIIII rIo nerapcrBara
Bulgarian Drug AgencS,

CoQran 1303, yn. [aunH l-pyea Ne B, ren.: (02) 8903 555, $arcc: (02) 8903434
B, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 35928903434,

e-mail: bda@bda.bg

H acr I / p a r t 1 - IPOI43BOACTBEHH AEIZHOCTLI I MAN U FA CTU RI N G O P ERA T I ON S

1 . 2. 1 HecreplulHH npoAyttrH I N on- ste ri I e pr oduc t s

1.2.1.1 Tat,pAn Kancyrllz I Capsules, hard shell
, 1.2.1.13 Ta6,'IerKIa/Tablets

Onaxosaue/Paekasihe
I .5. 1 . flrpnlruHo onaKoBaHe I Primary packing

1.5.1.1 Tn'spau Kancyrrl{ I Capsules, hard shell
1.5. 1. 13 T alrcrr<ul Tab I e ts

1.5.2 BropnvHo onaKoBaHe I Sec ondary packing

1.6. Ka.recrseg K o*tiootrl Oual ify c ontr ol te stink
1 .6.2 Mr.rxpo6uo,rorrqHa : uecrepllluu/ M ic r o bi ol o gic al : non- s teri I i ty

1.6.3 XrMnqH u lbususuul Chemic al/P hysical
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