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CERTIFICATE OF GMP COMPLIANCE

Ceprrrrlircar J\!: // Certificate No:

078/2015/SAUMP/GMP
Crporc nii to: llValicl till: 11.09.2018

[epnraeua cr)/?116a Ytcpaiur,r : r itcapcstcttx :aco6in
({epx.rrirccnyx6a VnpaiH u) racuiarl,e:
FI aFnreHl, cirr-l ulr n upofl H tz ra. v ict te:Haxo;l>re H tt n :

TOB " Hayrcono-rex nor o ri.t Ha Qap:rr auearr.t s n a (liprv a
"I]OJllCAl-1"
Pociiicrra cDe,reparrir. 192]r02. ir,r. CaHrcr-l lerep61,pr. n1,:r.

Ca:tosa. 65't.72. r. 2. ,'ri'r. A

llaiiilrerrvsrLHr u unpoSt rtt' t t tx ai. tuH rtt tt,:

TOB " I{ayxono-rcx uor o ri q rr a (la pm a ues rt.r't tr a (liplt a

"floJllcAll"
Mir:rte nponatxeuul :til,rt,nocri :

Pocii.lcsr<a @eaepauil. |92|02, vt. Canut-fle tep6ypr'. rr1'tr.

Carroua. 65t.72, rc. 2. :ri'r'. A
,rl i uer r:ir ua nupo6r r u urno ..ti rapclrtux 3aco6i B n Pooi iict'tti il
@cacpauii gia I 9.05.20 l4 .t{r0001 6-ICl
i\4icrte nnpcl6ttt.tttlnti clicrelrztrhltl'to rtpoxo.:lt'tfl'

ittcttctt-t_r'tattt-ul li rlclAlloBlleHolo ltel)l()/14'trllclto Htl

Birnosi,lrric'rr' Bil\rora\l CI\,1P :ri!tto 3i Bcrartoti.rcttHr'l

n0l)rraKo\r.

3a pe:1':mra'ralru iucrrertl'uitHnl uboro rl14po6H14Ktl, ocf ilHfl( 3

rr:rix 6y,ro npoBclcirc
07.09.2015 - | 1.09.2015,

Bcriir roBreno. r r to ni t t gi;tTt o r i,lac ntllt t.rt-art

IjA,l E)l(Fl Oi BI,l POEH l.{tlOi n p q tcTu mn,
ta3iliirtcill.lN,l B

Ilacrar roBi CT-FI N403y'12-4.(\ :20 1 5 "Il i rapcr,ri 3aco6H.

I Iareirrua ur.rpo6ur,l,ta flpal(THI(a"
( u o1.t,t t ct ntt us u t rit a x nt)

uto eiarroBi/rarorb Ilr.rnrofart sarteit<ttoi tlpilK'fttKlt ttptt utrpo6ntlrLtai i

xor.rrpo-ri lroori Crtcrevn oninpo6ilttt.ttrrna (taprratten-rl't'tttllr
incrr*<uiir (PlC/S), lupcrtrneai\r (lC ta pcrttrteu,raLLirlrt Bcc0Bttllt'ol
oprarri:auii oxopoul.r 3topr)B't si-LnocHo npo'ryrtLtii, rrt() rrpr'rlrla(teFia

it'ut tt.lpt iu-rti tzrrt.tc't1'ltt61'utitlnpaitti tttlxtlrlrtictlnrt a6tllliltcl(cllop.l\'.
I{ei.i ceplr(rir<ar siao6paurac ctart tttpo6Ht.t,toi airuHuui Ha i\ttli\teH'l

ittonerrYnlttttut, Jt|Jila!reuoro nttttLc. i ttr'j\4r))r(c RrtKoltttcroBvBarllct

lrr rrilruepartreHur rrilnouiattocti. ltiLtto j i\roIreHT) trl)oBc-lettHt

r Lr,oro ir rericrcq,naur rr irlloli rn jto 5i:tt'lte t t i;rc 3 ptltit't.

[,lcir ccp lrrr]lina l BK.:lroLla( trac n.rfl.t 1. 2 ta tlo,ta'trtx.
Llt.rurricrl, Ir,oro oeprr.rLpirrtffil i\ro)r(e 6r,rtt fli,t't'lep,.rrtrerrtl {]l)rarld\t. lr

nor0 ili,|itaB

IIep ur r.r r".r 3ac'r)/ r I r Lr rc f o,r o s rr - foJlot]
KoMiciT 3 peopfaui3aqii [epxtanuoi
cJry'r(6rr YrcpaiHfi :] JIil(rlllcbKllx 3a

O.A. A,rencr:e sa

4./ t //- d U-tr. r, nt a i D a t e

{eprnae H a c.nyrrr6a V rcpaiH r'r : l i tca pcs lclt x'.lnco6 i n

niJrtr tc Bi.lno B iJa.r t,t.roi oco6!i, nctlltrt(a
A;rpeca: npoofre r(r I lepcrtortt.120. r"r. I(uln- I 15. )'rrpaiua. 0i i l5
fe:r. : 3B(044) 450- I 2-66
cDar<c: i8(0,11 ) {50-I2-66

mai lt0 : ci i ii l/-i1Dcl i kiz-. gor', ua

Stlte Adnrinistration ol tJl<raine on N'lcclicinal I't'oducts
(S,\UMP) confirms the follorvirtg:
Manul'acturer''s narne, tegistered place of bttsiness:

"Scierrtilic Technolosicrrl Pharmaceutical Firm
"POLYSAN" Lttl.
Salova Stleet 72" I\ltl.2,
ll.ussian ijedet'atiott

A, | 92 | 02. Sai ntJeiersbu rg.

Names ol' manu lircturing si Les:

"Scientilic T'echnologicnl Pharmaceutical Firm
"POLYSAN" t,ttl.
Manr"rthotulirrg site aciclress:

Salova Street 72, ill(1. 2, Lil. A,
llLrssian Ireilerati on

Sai nt-Petersbuig,

M tLrrul acturi n g authori zati on tirr rnecl ici rral proclucts i rt Rr-rssian

Itreclelation iiom I9.()5.201+ ",Y!000 I6-JlC
Facilitics of abovc tttcrttiort,:cl il.tallLlthciur'ct ilfc srlbicct to

CiMIr inspections at suital,lc ittlet'r'als in iioct.tt'tlarttre tvith tlre

National certitloal ior l ptocr.tiure.

Frorn the linor ledge gairred during inspection ol'this
rnanufacture-r. thc latcst ol'u'ltich rvas condttctccl o:'r

07.t)9 2015 - I1.09,201i
it is consiclcred that it r:6inirlies u ith iltc

GOOD N{AN Lr F,\CTtiI{i}iC PRAt.'1'li:L
recluircnrcnts rctitrr'd to irt llie

CLridc :t2-4.0:2U I 5' iVlcd icirriil p: oclucrs. Cood
ntantt Iactut'ing l)r';tel ic0'

( n a nte o.f re gu la I i on cl ocu nte tt t )
rvhrch is harnronrzcd rvith thc rcquircnrcnts of(i{x)d praciiocs in thc

nranLrfaoture and qLralitS'cortinrl oiLhe I'fratnrauctttical ltisllccttrrtt

Corrvcrrliott/(,o-o1.rct'ltion Sehentc (PlCiS). b.i.-t DirccLrvcs . atld lVoriil
Ilealth Organizaliort rcrionrlrc'ldatiorts iir re:p(ict rrl'pfotlucts to i.lc

:;oid or ilistribLrlcd u ithin the c()LrntY rrl origirr or lo hc cxportcd.
'I'lris celtiiicale reflects tlrc'stattrs oftlte tlattufactLtring site at the tinle

ofthe irrspeotion noteci alrove and should rtot bc rulicd ui]on to rellecl

tlre conrpliance status iinrore than three lears itaYe elapiserl sitrce the
(late of thal inspcctir.rn
'l-his ccrtillcarc inc:iLrtics thc Parls L
'l lr,' aLrtlrcrrtreitr ()l lhrs uc'fl'tlu.ll('

2 arrd Anncx
mav bc veriiierl

)i-r{

First Dcputy,'Ilead - Head of
Commission on reorganization of the
Statc Adrniristration of lUkraine on

M etl ir:in*l 1' rocl ucls
0. Al3'el<s.r,cyeva

State Adnrinistratiotr o1 Uirraine on l\Ieciicirlal Pr0cltlcts
signatr"rrc oi'thc Ij',\ccr.ltivc ofJlcct (scc ioli)
,\cldless: 120. I)clcrlr-,gy' rl\icllttc. l(r'ir- I Ii. [.r]ilaiile. 0,1 I i5
Phone: +lll(041) .tr5()- l2-66
Iir):: ' 38(044) 450- l2-66
-i-his j.:n-ciish l|illlslatiorl is lirt rt:tctc:ric ilttl,r irtttl is Ir.)i l)il!'t til
ilre ol'flcral 0erti {icate

LroFi u r;ai Cr.opiiio-L l 

"lI'itge-l'agt:s

tlacrrrsa I

qR
il\a'3"'gl laErC|.o-,ryffi



9acruHa 2

Jlinancurci racobll aJIfl JIrcAI.{HIl

r. suporHl{ql oTIEPAIIII - JIIKAPCbKI
]ACOET{
I.l. Crenpr,'ruui n DoaYtcrtl
1.1 .2. IlJo niddqromucn rciut4eeiir cntepurisatlii'
(eupo6utt,ri onepa4ii dr, ltot,rrl',rrr,r ,i
i.t.z.t, Piannu B yilat(oBl(ax Berrl4l(oro o6'euy

|,l,2.3, PiAr.trrra B yIraKoBr<ax ryq{qlg j! eyy

1.2. Hec'repl.r,'IsHi tt PoAYKrl'l
l .2. L HecmeltLt.ttLHi npo().yrnttt (cttpo6uuui onepu4ii dnl

H a ctnyn HLtx :t i rc ap c a rcttx r I n p.u )

1.2.1.1 l. M'tKi
1.2.1,13. Ta6rerxta

1.6. fIponeaenun eunpo6yBaHb B I]aNll(ilx lioHTpo'[ro

nrocri
I .6. I . Mir<po6io,roriqr-r cTephI bfl lcTb

1,6,2, M irpo6iorori'rH v i rpo6 io,rori,r I Iil'l 4!ref!
I .6.3. cDi:ln.rniixivri'l Hi

Part 2

Human Medicinal ['roducts
I. MANUFACTURING OPERATIONS .

MEDICINAL PRODUCTS
L Sterile Ploducts

7 . L 2 l.ii ru I b^ t er i I i,s ed (p r o c es s i n g op er at i on s .for

the followins dosage /brms)
1.2.1. Larse voltttne liquids

1.2,3. Small voltttne liquids

2. Norr-stcli le pl'oclucts

LZ L N"r^k ile proclrrcts (pt'ocessirtg operations,for

thc fitllov,ins dosage /brms)

2.l.ll.Semi-solids
2.1 .13,l-ablets

1.6. Quatity control testing

l.(r. l. N4iclobioloPical: stelility

1.6,2. Microbiological: rron-sterility

I .(r.3. Chenr icaliPht'sicell

flepurnfi 3acrylltrtlK frrrlosll - roJIoBa

noruicii': peoprauiraqii fepxannoi
cryx6u Vxpainu :r linapclnttx :acoSis

O.A. ArcKceeetr

0-/ // d Q/.fi a nr a / D ct t e

!,eprrra eH a c,nyrn6a )' tcllaiu t'l : tt i tca pcstil't x 3rtco6i e

nianltc ri,tnoriaallitoi oco6u. nc'ta'rrcil

Aapeca: npooneKr tIepeivtortr.I2{). rr' I(rajn-I15' Vnpaiua,03 II5
Terr.: 38(044) 450-12-66
Oarc: 38(044) 450-12-66

mailto: d ihlzrrDcl ililz. gor'. Lta

First Deputy Head - Heacl of
ommission on reorganization of the

tatc Administration of Ukraine on

edicinral Products
. Alveksyeyeva

State Administration o1' tJkraine on N'ledicirral Products

signatule ofthc llxccutivc otllcct (sec lctt)
Ailclress: 120, l)ererrogy avcnLld. l(1 iv- I 15. Ukraine, 03 I l5

Phone: +i8(0'f4) 450- I 2-66

Irax: +38(0-14) 450- ll-66
Tiris lingiislr tlanslatiorr is 1br rcfcrctrcc only and is not Pt]fi ol

thc olhoiitl ce t tiflcatc
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