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IIpu nouregHara npoBepl(a Ha ApprecrBoro, npoBeAeHa na 1210612019 6e ycraHoBeHo, qe ycroBuqra Ha
nporf3BoAcrBo ca B cborBercrBne c [puHrlnrrrlTe r{ n3ucnBaHuflTa z qo6pa nporr3BoAcrBeHa npaKTUKa,
nocoqeHn n,{nperrnna 2003 l94tEC l.
Front the knovledge gained during inspection of this manufaclurer, the latest of which wqs conducted on I 2/06/20 I 9, il is
considered that it complies with principles and guidelines of Good Manufacturing Practice lqid down in Directive
2003/94/EC /.

Hacroquuqr ceprnQunar orpa3flBa ycroBuqra Ha Mecrara 3a rrpou3BoAcrBo rro BpeMe Ha rrpoBepnara,
nocor{eHa no-rope u ne rpr6na Aa ce cqfiTa, qe orpa3qBa AeftcrnareJrHoTo cbcroqHlle Ha I|poItRBoAHTeJtg,
aKo ca H3MHHar[ noBeqe or rplt roAr{HH or Aarara Ha rrpoBepKara. BrnpeKrr roBa, To3It cpon Ha
BaJIHAHocT Moxe Aa 6rAe Harvra.neH rrJrl{ yAbrxeH qpe3 Hg[oJr3BaHe orIeHKa Ha prrcKa, Koero ce nocoqBa B
noJlero rrOrpaHnuenuqra HJll 3a6ere)KKntt.
This certificate reflecls the stolus of the manufacluring site at the time of the inspection noted above and should not be
relied upon to reflect the compliance status if nore than lhree years have elapsed since the date of lhal inspeclion.
However, this period of validity may be reduced or extended using regulatory risk uanagemenl principles by an entry in
the Reslrictions or Clarifying remarksfield.
CeprnQnmarbr e BaJIIfAeH caMo, Koraro e rrpeAcraBeH c BcrrrrKu crpaHurlr{ ll ABere l{acru I n2,
This cerliJicate is valid only when presentedwith all pages and both Parts I and 2.

Ilcrnnnocrra Ha ro3u ceprnQunar Moil(e Aa 6rqe nponepeHa B EudraGMP. Aro ue e BbBeAeH, Mouq
cBbpxeTe ce c H3AaBarU[q opraH.
The authenticity of this cerlificate may be verified in EudraGMP. If it does not dppear, please contact the issuing authority

IIsAaAeH B p$yJrrar Ha rr3BbpIIIeHa npoBeprca Ha npou3BoArrreJr Ha JrenapcrBeHrr npoAyKTu cbruracHo
u.n. 111, ar. 5 or,{r.rperruna 200ll83lBc.
Issuedfollowing an inspection in accordance with Art. I I I (5) of Directive 2001/83/EC.

llgnr.lIrrureJlHa areHIIIrq rlo reKapcrBara na Peny6luna Eurapufl yAocroBepqBa creAuoro:
Bulgarian Drug Agency confirms the following:

Ilponrnb4nreJrqr Ha JreKapcrBeHH npoAyKTH:
The manufacturer:
Atabay Kimya Sanayi ve Ticaret A.S. (Gebze Sterile Plant, Gebze Non-sterile Plant and Gebze Beta-lactam antibiotic

Plant)

AApec Ha o6erra:
Site address:
Dilovasi Organize Sanayii Bolgesi 4, Kisim Sakaraya Caddesi No:28 Gebze/Kocaeli, Republic of Turkey

6e nponepen BbB Bpb3Ka c pa3perrreHrre 3a ynorpe6z sa JreKapcrBeHrr npoAyrcTr{, [porr3BeAenu H3BIH
Enponeftcnara I{KoHoMr{qecKa 3oHa cbrJracHo qJr. 111(4) or ,{uperrusa 200ll83tBC, rpancnoHrrpaHn
B HaIIHoHaJIHoro 3aKoHoAareJlcrBo Ha Peny6JHra Burrapus c qJr. 269, an{ or 3JIIIXM.
Has been inspected in connection with marketing authorisation(s) lisling manufacturers located outside o/ lhe European
Economic Area in accordance with Art. I I I (4) of Directive 2001/83/EC transposed in the following national legislation

Art.269H) of Medicinal Products for Human Use Act .
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Human medicinal

Orpauureuns Hnu za(eny,,,r,iiio^'"';;;;;,;iE::;:;r:Ii#X 
,l"oif*u 

c o6xnara Ha resr.rporr3BoAcrBeH, 
Aer.-, scope of this manufa"*;;:::::,i#ne'n 4efi'ocru:

Tasa aHcnerr{af, BxrroqBa cJreAHr4re reKapcrBeHu npoAyxTr,r :

,liiii,^tusloN 
10 d';il;"'ii'^#Jii'i;;r;'#;; asepricarv rrepared, smar vorume sorutions rorKLAVLTNAT BrD 875,/125 mg non-sterit" t:X':tillproducts, beta-ractarrantibiotic, firm-coated tabrets;5:$X'H^t 

BrD 4,,/sTteui ti 
"""]t'"lit" ..airinur p.oi,it., b.ta-rurt", 

"",iili"iic, powder for orar
!;;x,*:*li 2i7: ^, 

* r9,, nw, i h n * ^,: :'P,/R?.! 
lNFUStow ro igrnr

K.LAVUNAT Bto aznzi *g
KLAVUNAT Btoioonlrsrs infusion;

uspe-nsion

02/08/2019

far., Oa_qnr._EorAas Kupu.ron
uogdan Kirilov, MScpharm, MpH
f rnr"rr.Hnle"rren {u perrop
L,xecutive Director
lfsnrflHfireJrHa areHx
B, r c, ;;;;' ;: ;; ; ;:rwf rlo r e*a pcrBara

Coer,rr 1303. r
s, oamyJ;'.a;.;6J',' fla^rrn fpvee Nn 

9t,lul.:.(02) Bs03 sss,_-Qarcc: (02) Bso3434r'' 1303, tot'u,u?ilnulln:.er1.1ig i'a;oiss's; i;;l;! i6', enosor+,

7/Paru-n@ nocrnr@

eTa-JraKTaMHr.r auru6uoru4'/
tam antibiotic,

4u /Tablets/Fitm_coated tablets/ Beta_

opaJr'r, Cyc[€H3nh, 6era-naxraun u auru6uorw]u/suspe ns i on, b e ta_ I ac t am anti b i ot ic
KraMHli anruluorugu / Ta b I e t s/Fi I n _ c oa t e d I a b I e ts/ B e t a_

1.6.1 Mu
'rnu: crepuntra/Mic

crp.2/2


