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Patperuerue ]a rpouleo_tcreo/aHoc,\b BG/MIA-00S0
.\lutttr/.t.t:t'. ,:r it)1r,,):., ,' ltrtlrttr-i.sctlipp .\'1 BG'llll.,1-00j0

,Ptl.q HA nPOMEHt4-tE HA P{IPEIUEHilE.\1r p-t-06-001
-.-/()\ HI.STORI ()F.tLTHORl.\i, t'tt()1 .1| 1,-1- ,r,-rtt ti

CrpaHlluara ce noaMeHq c BcflKa HoBa npoi\trrHa.
Thts page v'ill be amended i/'the licence is t.aried.
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Onrrca nrre Ha n poi\lrHara /ct,KpareHo/
I tt'i,ttion Detttil.s

Ao6aeqHe Ha KBa"rruQiluupaHo J.rriue

Qtr u I i Ii t',1 pa t'.: r tn .tu p p I e nt en I

BFi.rrcqeaue Ha .ra6oparopr{u la KaqecrBeH KoHTpoJ.t no
BL ]. tAr A r e.leH lof 0Bop

r7.04.20 ri AtuuHucrparrrBHa npoMflHa aue Qopnara Ha pa3peueHuero
.ldtrrinistrutive c i n au thor is at i r,tn form at
flponrnna Ha pbKoBoarlrer KaqecrBeH KoHTpoJ.r

Qtrrtl in, ontrol pcrt,,n yuriat iun
fl ponnua Ha pbKoBoaure,r [lpou:eoacreo
1) e r.\ o n r c.s p o n.s i b I e fitr P r odu c t i o n Ope rat i o n.s v a r i a t i o n
BratoqeaHe Ha KaqecrBeH KoHTpoJ.r - MUr(po6uororuqHr.l
u3rrr.rrBaHltfl Ha Hecrepr{J.rHu,.reKapcrBeHu npoAyr(rul I ncluding
of quality control testing - microbiological: non-sterility medicinal

oducl.s.

20.08.20 r 5 [o6anaHe na Hosa aeiiuocr npo!r3BoacrBo Ha Hecrepur.tHtl
!'reKa pcTBeH rr n pony[$!r - TBl,patr Ka rrcyJ.r ]t
lncltrtlittg of nett tuttnufitt'luring operulirtn of'non-.sterile medic'inul

) t r tt l_r./ i e I lt a,r.s r t n .s t r f I I c rt r a rt /
-l

l0 l0 r8 llo6aesHe Ha nponJBo,tcrBeHa,reirHocr:
HecTepu",t H rr npoayKTl.r
lncluding o/ manu/acturing activities. batch

ceprlQuuupane ua 
i

certifit'ution ttf non- ),

sterile
BC,/MIA-0050

* B uacroruo'ro pz,peueHlie ca o.rpa3eHr.r Bc,.rlrK, H3B'bpueHu ,poMeHll B pa3peueHr.re
a I he presenr authortsution issued ctn )a 07.)0 I I cot,ers oll accontplished variarions i1

ra npoil3BorcrBo/suoc N! P-l-06-001 r<'un 20.07.2018r.
lvl a n trfa c tu r i n g,/ l mp or lot ton Auth onsat r on N o P - I -06-00 I

Horuep Ha npoMflHara
l,'arialion nuntber

0l .08.2007 HuaeaHe Ha pa3peueHr.re BbB Qoprr.rrira Ha EC
.-ltrthorisution uccordinp to the EU template

06.1t.2014

20.07.2018 Ornaaaue Ha Mflcro 3a KaqecrBeH KoHTpo!.r: ,,Me1urca"A{, rp.
CauaaHcrcn 2800
Contract qucrlity control site decline; Medica JSC, 2800 Sandanski

c'rp.2t4



J5\BATHAPA3PEI.UEH14ETO/.S('()PE()r1(THtlR/.\.]7-l()'\

Parperueuue ia rporr ]Bo-lc'rBo/BHoc Ne BG/MIA-0050
lltintr/utttrrrtrS lntltt,rt-ii, ''i ltrtltLtt isttlittn 1o B() NllA-0050

IIPI4i'IOXEHIIE Ne I
ANNE-\'I

llrre rr aapec Ha o6eKTa/rVctnte ancl odtlress o/ the 'sitt

,,@APMA" AA
PHAR]VA PLC

r'"r. ,,HeoQur PH,tcKu" J\b 13, fiynHuua 2600, Elrrapun
l3 NeoJir Rilski Str., 2600 Dupnitsa, Bulgaritt

JlerapcraeHil rpolyl(Tu la xyMaHHa ynorpe6ai Hl rrtttilt nteclicrrtctl proLlltcls

JlexapCreeuil npOAylit u ta BeTepuHapua r nOrpe6 Ai I L'lL't'tt|(tt'\' tttatlrt intrl L)roLlLtL l'\

pe:prLu EH14 AETHOCTI4t A UTHO Rt S ED O P E RATI ON

X [Iponreoacreeuu aeiiuocru (cur,racuo qacr l)l Manufacttrring operatictns (according to part l)

I Buoc ua,le*apcrBeHy rpoayr(Tl.r (crr,racHo uacr 2\l lntporlution o/'meclicinal products (accordingto part 2)

14rr H Lr nDonv rcrul ]V on-ster ile

H earep,r, n, n po.lv rrr'r'/No rt - s I c r i I e p r o cl tr c l's

l.2.l.l Ta'up,lu KancvrH Cttp.strle.s hcrrcl shell

I.2. l. Ii Ta6rcrr<ulTablets

X

l

f1'upsuu Ho onar.osa He,'P r i n u l' 1t ct c' k i n g

l.5. l. l To-sp.1l'1 Karlc\iltl Cult.strlc's. hurcl'shell

I 5 I li'fa5re.rr.ri"7irh1cr.r
-Tr :: Brop,vHo onaxosaHei"SecotlclLtr) P'tckury

N U FA CTIJ R I N G O P E RAT I ON S

He Ha nap rutu.Brtt.'h ,ct'ti/ic',ttion

1.6.2 Mu 11 0,,r o I rj rr H r.1 : u e cre p n,r n n/ M i u o b i 9!9ji c 0 !: nglJ:ll!9Li I i

1.6.3 Xnr',lr.rqsr'i / Hul Chemical/Phvsical

wp.314



ParperueHlle la rpolt leo-lcreo/suoc "\b BG/MIA-0050
,\lLtltt/,t;ti,,. ,,. .' ,, 1' ,'.. 1:, ,:,,t t.:.ttitttl \o BG i\'ll-1-0050

IPI{JIOXEHI4E J\ir 2

IANE,\'-?

li,r)il3BOAC-I-BEH14 AEHHOCTI4 HA -rtEK.{PCTBEHIt nPo.l}'KTl4 IIPEAHA3HAqEH14 3A K"II4HI4LIHO

nlnllTBAHEr,\.1.1N1,',t.4(',T1,' Rt.\'(; ()PER.1I1()\\ rtl'!\' Er7'/ti)tlo\1l''\lt:Dl('l\'1 L'PRODL',!(',T'\

HE CA PA3PEIIIEHI{
NOT AUTHORISED

crp. 4i4



Pa:peueurtr Ja npulr ;eo.tc reoistroc .\"e BG/MIA-0050
.\lutttti-;-1.:'..,.. ..,i' ''- '. -:,tiit,t i.:tttion -\'o BG,tMIA-0050

llUO-ICTBO nO Bb3-qAI-ATE.lF-H -lOl OUOP 't\'i lt t( / \11\1'['](''l-t RF

ilrrr rr a.lpec Ha o6eKr"a,.\'urtta uncl ,ttlclre.s.s ttl lltt'tt/.

HE CE I,I3BbPII]BA
\tt'l PERFOR\1Et)

TIPI4JIOXEHI{E }I3
l,!-NE-Y J

crp. I I



ParpeureHlrc l;i fl[)orr rsoicreo/euoc ,\] BG/MIA-0050
.\lctntti,i..'.,. ,.. ,;;.'' ,;.. . 1.,i1iion.:ulLott -\'o BG,MIA-0050

' : ( TBEH KOHTPO,'I IIO 8T,3,'IAI-ATEJ'IEH -1Of OBOPi('O\TRACT ANlty.tl'S

l1\rr lr a-1pec lla oOeKIa .\urttt'tttttl tttltlrL.s.: ttl /lt,';il.

IIE CE H3BI,PIIIBA
) i l,ERl-oRl.ll:D

TIPI4JOXEHI4E,\! 4

lArVtY J

crp. l,'I



r
Pa: peru e H ue ]a n poHlBo,rcrso/aHoc J\! BG/MI4-0050

M a nuf act ttri ng: I m portu! ion .4 ut hor isut i on N o BGi M 1,4 -00 50

PAHO JtVtr\E/ QU A L I F I E D P E RSO N.

HreHa Ha r(BaJ'rr{0nuflpaHoro ilra\elNames of Qualified Person:

!!taprapura Croiiqeea Paaoft ,{eea

llargar i ta Stoyc h ev a Rad oych et,a

CsexeH AceHoa fr ocr.r$oa
Svezhen Asenov Yosdbv

TIPI4JIOXEHPIE J\b 5
ANNEX 5

crp. l/1



ParpeureHne 3a rrpoH3Boacrso/sHoc J\b BG/MIA-0050
,\ I u n u /it c' t u r i n gi I m p o r t a t i o n .4u t h o r i s a t i o n N o B G i M I A - 0 0 5 0

JTOGO.IHTEI KALIECTBEH KOHTPOJI/ PERSON RESPONSIBLE FOR QUALITY CONTROL

HrreHa Ha pbKoBoar4Tefl KaqecrBeH KoHTpo!.r lNantes of person responsiblefor quality control

PLKOBOAITEJ'I II POU3BOACTBO I P E RSO N R ES P O N S I B L E F O R P RO D U CT I O N

ITP}IJTOXEHI'IE J\b 6
ANNE)'6

Maprapura Croiiqeea Paaoiiqesa
M ar gar it a Stoy chev a R adoyc h ev a

14rueua Ha pr,KoBoalrreJr rlpollsBoncrn'olName.s of person responsible for produclion

Becenra JIro6eHosa [annnruna
Vesel ka L):u benova Da nt),a nk i n u

crp. l/l



Pa:peueuue 3a rpon3BoAcreo/sHoc N! BG/MIA-0050
M a ntrfa cI u r i n g,: I nt por t u t i t tn .1 u t h or i.s a t i o n N o BG / M I A -00 5 0

fIPI4JIOXEHIIE J\b 7

ANNEX 7

T }I{ HHCIIEKUYIflTA BT,3 OCHOBA, HA KOflTO E I43AAAEHO PA3PEIIIEHI'IETO IDATE OF

lrTr H OEXBAT HA IOCJIEAHATA 14HCnEKUVfltDATE AND SCOPE OF LAST INSPECTION

J.ara ua trHc[eKul,rflTa 06xear Ha ilHcrteKufiqra
Date of inspection I Scope of inspection

flonreuleuuq 3a rrporr3BoncTBO, KOHTpoJI t.I cbxpaHeHI{e Ha JIeKapCTBeHLI trpoAyttTll Ha

Oapma A{
Manufacture, quality control and storage premises of P harma P LC

20-21.10.20r6

crp. lil



P as pe ru e u n e 3a rI IrcH3 Bo,lcreo/e H oc Jt{b BG/IVIIA-0050
M indactur ing/ t mpoil ar ion Author i s ation N o BG/ MI A-00 5 0

IPI,IJIOXEHI{E J\b 8
ANNEX 8

L?A3pE[]EH14 34 I|POI'!3BOACTBO / BHOC (C}TIACHO t{JI.l56' A"rI.4; t{"rl.160' A"I.l' T.4; t{JI'165.

o,r 3.I[xM; r{JI. 4l Vl 42 OT A}IPEKT}|BA 200t/83/EO, CT'I-JIACHO I43MEHEHI{flTA)/PRODL'CTS

€r, To BE MANUFACTT-.RED/tM7ORTED tt.\'.lccoRDANCE WITH ARTICLE 156 (4); ARTICLE 160 (1)P.4

.,P2,ARTICLE4IAND42OFDIRECTII'E2OOI'83,'EC,ASAMENDED)

rr -rCL?pcTBeHltTe rrpoAyKTl4, KOI{TO MOraT ;1a 6ular npOHSBeIUaHlr Or ,,(Dapvla" AA B noMelgeH}lflTa Ha

ur. -Xlm|rr Ptt.-lcKl.t" 13, !,ynHrlua 2600, Eu,lrapun
iril ,r lre o:.-it:inttl prodttcts v'hich PH.4RA4.A Pl'(' is Liltth()ri.\cLl t() tttLttTttfttLtttre in rt.s premises at l3 Neofit Rilski Str'' 2600

ti

flpou:aoqcreoro ua ur6poeHure no-rope rexapcrBeHr.r npoayr$u BKflrcqBa Bcr4qKu aeftuocrll, nocoqeHI4 a [Ipt.l'loxeHr.re J\ir 1'

Tie manufacture of the midicinal producis listedibove includes all operations specifiedinAnnex l.

Jlerapcroeuure npoayl$I.r, qilero rlpor.r3BoacrBo BKr.rrcqBa caMo HrKo[r or aeilHocrnre' flocoqeHH s fIpt.l'rloxeHue Ne l' ca o3HaqeH!|

3a roBa:
Medicinal prodLtcls the mantL.facture o-[which does not incltde all opercttiotls specilied in,lnnex I are ntarked to indicate this

(.) ,rlexapcreeH, ,,poflyl(Tl,r, Kor,lro He ca pa]peueHt,r ]a ynorpe6a no peaa Ha l"[tlXM/ca pa3peuieHH ra ynorpe6a no pena Ha

3iltlxM c pa3,,tu.tHo TbproBcKo Ha!|MeHoBaHHe u ca npeaHa]HaqeHrl caMo la H3HOC

' ttncler Meiicinal prodtLcts/br hlman t-rse acl \4)ith diJferent lrade narne v,hich arefor exporl purpose onb)
crP. l/l

r+ llurHa.rexapcreeultt
n po.r) Kr

"'.1nted n0me

Cr,arpxauue ua

arrusuoro/te
geruecreo/a B.rlo3oBa

EAU H HUA

Strength

"ilerapcreena QoPua
P harmaceutical -form

NlexnyuapoaHo
HCNATCHTHO

HAUMEHOBAHUC

lnternalional non'
proprielary nane

Onaxosra
Package

Parnrep Ha

ONAKOBKATA

Package size

:. - -;ierP 500 mg tablet Metamizole sodium Blister
PVC/AL

20 tablets

- -:rrOrOl* 30 mg tablet Ambroxol
hvdrochloride

Blister
PVC/AL

20,50, 100

tablets

\::'crorol* 75 mg capsule, hard Ambroxol
hvdrochloride

Blister
PVC/AL

r0.20.50
capsules

li-i iin I 00 ntg tablet Ninre:Lrlide Blister 10.20.30 tablcts

PVCiAL

ii ioprazol 20 mg capsulr-. hlLrd ( )rnepraz"o lc Vial 14.28 caPsules

PP

Brr'rmherin* 4mg tablet Bromhexine
hydroch loride

Blister
PVC/AL

20 tablets

Brtrmherin * 8mg tablet Bromhexine
h vd roch l o ride

Blister 20 tablets

r t innrrrizin Pharnta 25 lng trrb lct ( rnnartzttle Illister 50. 100.2000
t,V(li AL tablets

r:nr:ariztn lnt,iotcr 25 ntg tab I ct Cirrrrarizine Blister 50 tablets

PVC/AL

Enpril 5mg tablet Enalapril Jar

Blister
PVC/AL

20, 50, 60 tablets

i 1 Enpnl l0 mg tablet' Enalapril Jar 20. 50.60 tablets

Blister
PVC/AL

ll Enprii 20 mg tab I et L,nalaprtl .lar 20. 50. 60 tablets

Blister I

PVC/AL

li Kalii lodidum 65 mg tablet Potassim Iodide Blister l0 tablets

PVC/AL ]

I ,1. Paracetamol Pharma 500 mg tablel Paracetamol Blister i 10. 20 tablets

PVC/AL

I5 ParacetamoI
lnhiotex

500 nrc tlrtr lct Paracctarlo I Ulrster 20 tablets

PVCi AL

r6 P i racetam+C i nnarizi nex ,100 rng/25 mg capsule" hard Pi racetam/C i nnarizi ne Blister 60 capsules

PVC/AL

11. lbuprof-en Pharma 400 mg tilm-coated tablets Ibuprof-en Blister 120
PVC/AL

tab I ets

l8 lbuprofen Pharma 600 mg tllrn-coated tablets I buprofen Blister I 20 tablets
PVC/AL I

l9 Troxeruti n* 300 mg capsule, hard Iroxerutin Blister
PVCiAI,

50 capsules




