CEPTUHOUKAT

COOTBETCTBUA TPEBOBAHMAM 1TPABIIT HAJUTEXKALUEN [IPOM3BOJACTBEHHOM
TPAKTHKY EBPA3IICKOTO 3KOHOMUHYECKOI'O COIO3A

Ne GMP/EAEU/RU/00508-2022

Cpok gefictBus ¢ 19.05.2022 no 18.05.2025

Boian no wroram npoBesicHns papMaleBTHYECKONH WHCHEKIMH B COOTBCTCTBHM ¢
IlpasuiiaMu npoBeaeHus hapMaueBTHUECKHX HHCMEKITHIA

MUHACTEPCTBO NPOMBILLIEHHOCTH 1 TOProBiu Poceuiickoit dejepatmu
(Munnpomropr Poccn)
(nosaHoe | COKPAWCHROC HAUMEHOBAHNSA \ I]OHHOMO‘ICHHOI’O Opf”ﬂHd)
HOJITBEPIKAACT CIEAVIOUICE:
1poBeAeHa GpapMaueBTHUSCKAsT MHCTICKI(HS

000 «XeMOMOHT 1.0.0.»
(cmcpameﬂﬂoe HaHMEHOBaHHeE «XeMOMOHT A.0.0.%)

(N0JIHOE HAHMEHOBAHNE FIPOH3BOIUT Eﬂﬂ)

81000. Yeproropus. r. Iogropuua, ya. Uauite Tlnamenna. 66
(aapec nponspoacTeeHHON nﬂomcuhu)

Ha OCHOBAHHM 3a%BIICHMA O BBLAAUC CEPTUPHKATA COOTBETCTBHS MPONIBOIMTCIIS
(IPOM3BOAMTC/IA  HEPE3W/CHTA) JCKAPCTBEHHBIX CPEACTR Ul MCAHIIMHCKOIO
tpumenenns  Tpebosanusm  [lpaBmi  Hajyiekame NpoM3BOACTBCHHOIM HPAKTHKH
EBpa3zHiCcKOro 9K0HOMUYECKOTO coto3a ot 27.09.2021 Ne 08-71-012-117.

Ha ocHosanuu  cBe/ieHU, NOMyYEHHBIX NpH  NpoOBeJIeHHN  (apMaleBTHYECKOI
MHCHCKIMI. TIOCHIE/IHAA U3 KOTOPBIX Oblia nposedena 16.05.2022 — 19.05.2022.
CHMTACTCA.  9TO  JIaHHBIA  GapManeBTHUECKHIT  MPOU3BOIMTENL  COOTBETCTRYCT
Tpebosanusam IlpaBun Haanexamell npowsROACTBEHHON npakrukn  Espazuiickoro
YKOHOMHYECKOI'0 COH3a.

Hacroshumit ceprudmxar orpakaer craryc NPOU3BOJACTBCHHOW IJIOLIAAKK HA 4Ty
NPOBE/ICHUs  GAapMALEBTHYECKOH HHCITEKLUMU M MO HCTEYeHMM 3 JeT ¢ jaThl
MIPOBEACHNS JTOH  (DapMaLCBTHYECKOH WHCIEKIMH HE JIOKEH NPHHAMATHLCH B
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KauCCTBE JIOKYMEHTA, CBUJIETE/ILCTBYIOMIETO O cTatyce cooTBeTcTBUA. Cpok AciicTBus
ceprudurara MOXKeT OblTh COKpalWeH WIH PacHIUPEeH [IPH  HCHOAL30BAHMM
COOTBETCTBYIOIMMX  TIPUHIMIOB  YIPaBJICHHUS  PUCKAMH  [pPH  HAIWYMK
COOTBETCTBYIOMIEH 3anucH 00 3ToM B noje «OTpaHUYeHHs WK TI0SCHUTENbHLIC
3aMETKH. Kacalouuecs o0aacTh NPAMEHEHHUS HACTOALIErO CepTHHUKATAY.,
Cepridukar asisercs AeHCTBUTEABHBIM B Cydae MPEACTABJSHUS BCEX €r0 CTPanuLl
(KaK OCHOBHBIX JIMCTOB, TaK U JOMOJHUTEILHBIX THCTOB).

AYTEHTHIHOCTH (IOANTMHHOCTE) HACTOSILETO cepTUdhUKATA MOKHO TIPOBEPUTH B Baze
Jfanneix Musnpomropra Poceun.

Eciu ceprudmkar He npeficTaBieH B yKa3aHHOM 0ase JaHHBIX, cieayeT o6paTHTLCs B
YHOIHOMOUYEHHBII OpraH, ero BbLAaBIIHii.

B.C. OcbMmaxos




MUHUCTEPCTBO NPOMBIIIJIEHHOCTH U TOPIOBJH
POCCUMCKOU ®ENEPALIAN

GMP/EAEU/RU/00508-2022

Xl JlexapcTBennble CPeACTBA A/IA MEAKIUMHCKOTO IPHMEHEHHS
[} BeTepiHapHble jIeKapCTBEHHbIE CPEACTBA
| O Dkcnepumenranbuble cpescTsa

ITpon3BoaCTBO U KOHTPOJIL KaYeCTBA
L. HPOU3BOACTBEHHBIE ONEPALIMH — TEKAPCTBEHHASI
NPOAYKLMSA
1. Cmepunvnan npodykuyus e
| B 1. Mponyxunsn, npurotoeneHnas acenTHYecKHM  nyTeMm (onepaum
‘ 06paboTKH Astsl CIEAVIOMNX JIEKAPCTBEHHBIX (OpM):
' [:l KHJIKHE JIEKapCTBEHHbIE (hOpMbI GOMIBIIOro 00beMa
Xl JKuAKHe JeKapcTBeHHble (opMBbI MAJI0T0 00bemMa: Karlim. ulpem
L) aycnepcun
O smoduamsars
L TBep/ible nekapcTBennbie (JOPMbI U UMILTAHTATD
[ msirkue JiekapeTBeHHbIe GopMBbI
O npouas npoaykuus
' D - Mpoaykuus. noasepraroumascst GUHALTHON CTeprian3aiug (onepaun
00paboTKH VTSl CIIEIYIOLINX JEKAPCTBEHHBIX dhopm):
L 2xmakue sekapeTBeHHbIE GOopMBI GONBIIOTO 00BeMa
L skuaxue gexaperBerHbie OpMbl Manoro obbema
L] Teepable JeKapCTBEHHbIE GOPMBI M MMILTAHTATb]
L] markue sekapcrBeHtibie hopmbl
(] npouas nposyKuMsl, JleKapCTBEHHBIE (GOPMBI
X 3. Beinyckawomuii kon _po.nb Ka4yecTBa
2. Hecmepiionas npooykius
O 1. Heer epuiibHas IpoaykKuus (onepauu 00paboTKH VI CIECYIOLINX
JICKAPCTBEHHBIX (hopM):
[ karicyinbl B TBEpIOiH 0GonouKe
L1 kanicysibl B MATKOI 060/104Ke
[ sKeBaTeIbHBIC JAEKAPCTBEHHbIE (POPMbI
UJ MMIperHupoBaHHbIe JIeKapCTBEHHbIEC (JOPMb
LI sxuKpe jleKapeTBeHHbie GOPMBI LIS HapyIKHOTO IPHMCHEHUS
(] skuaxne NeKapCTBEHHbIC (HOPMBI JUIS BRYTPECHHETO [IPHMEHCHHS
L] MeanIMHCKIE Ta3si
U npoune TBepubie JiekapcTBeHHbIE (JOPMbI
L1 npenaparsl, naxopsumecs nox AaBJjieHUEeM
[l reHepaTops pajHONYKIUAOR
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[ msArkue jiekapeTsentble popmpr

L] cBeun (cynmo3uropnn)

[0 rabnerxku

L] TpanciiepMasbHbIC HIACTBIPH

L] yerpoiicTsa Uis MHTPapy MHHAJIBHOIO (BHYTPHPYOLIOBOrO) BBEACHHS

L] npouas npoaykuumsa, nekapcTBeHHbIE GOPMBbI

[ 2. Beintyckaionnii KOHTPOsib KauecTsa
' 3. buonoauueckas rekapcmeeHHas npooyKyisl

[J 1. Bnonoruuecxas JICKAPCTBEHHAs IMPOYKIHA:

L] npoiyKThl KpOBH

] UMMYHOJIOTHUCCKas fIPOMYKUMA

[J ipoiyKTht HA OCHOBE COMATUYECKHX KNETOK

re HOTCPANeBTHYCCKUL TIPOAYKTbI

[ ripoAyKThi TKAaHEBOI HHKXEHEPUH

(] duorexHonornyeckas TIPOAYKLINA

L] ripostyKTel, 3KCTPArMPOBAHHBIC ~M3 JKMBOTHBIX HCTOYHHKOB HWAH
(TKaHeH) YeoReKa

OpraHoB

[ nipovast po/LyKLst

[ 2. Boimmyckaiouinii KOHTPOJIb Ka4eCTBa (IePeUeHs THITOB ITPOAYKIIHU):

. [ mponykTet kpoBn

O um MYHOJOMrHYecKas DpoAyKIIns

L] npoayKThi Ha OCHOBE COMATHYECKHX KJIETOK

L] renotTepaneBTHYECKHE TIPOAYKTHI

L] 1ipoAyKTh! TKAHEBOW HHIKEHEPHH

D OHOTEXHONOrHYECKas HNpOAyKUHA

L) mpoJtyKThl, 3KCTparupoBaHHbIe U3 }KMBb_fmblx UCTOUHUKOB  WIH
{Tkane#) uenopeka

OpraHos |
|

[ npoyas npoaykius

B.C. Ocbmaxos

P4 aBrycra 2022 r.
g sbioavu cepmupuxama)
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MUHUCTEPCTBO IPOMBIUAEHHOCTU YU TOPTOBIU
POCCUHCKONR ®EJTEPALIU

GMP/EAEU/RU/00508-2022

. 4. Ipouasa npodyKkuyuisn uau RPpoU3800CMEEHHAR DeAMebHOCHY
X 1. Mponssoacteo:
L] pacTuressnol npoiykuun
L] romeonaruueckolt npoaykuuu L
B npouas npoayxums: npoune rpynnbl NeKapcTBEHHBIX MPenapatoB: Karuiu. |
crpent oy = ]

Bd 2. Crepuinsanus  AKTHBHBIX BEWIECTB, BCMOMOIrATENbHBIX BEHIECTB,
rOTOBOW NPOAYKIMH:

buabTpauus
([ cyxoxkaposas crepuimsanius
L crepuimsaius napom
0] xumuyveckas crepuinusaums
U crepuansaums ramma-usitydennem
L crepunusaums 2IEKTPOHHBIM H3ITYYEHUEM
[ 3. Ipouee
0 4. IlepBuunas (BHyTpeHHsA) yIAKOBKA:
[ kaneyiisl B TBepaOi 060104KE
L] xarcyasl B MATKON 000104Ke
[J KeBaTEABHBIC JICKAPCTBEHHBIE (POPMbI
[ ummperuanpoBanHbie JeKapCTBEHHBIE (OPMBL
[l xunkue nexapcreHHbie (JOPMBI JUIS HAPYKHOTO NPHMEHEHNASL
L] sxuiiKue JekapceTBeHHBIE POPMBbI VISl BHYTPEHHETO NPUMEHEHUs
[ meiupiHCKHE Ta3hl
L] nipoune TBepbie JIEKAPCTBEHHbIE (OPMBI
[ npenaparsl, HaXoiALWHECs 0,1 AABIEHHEM
L] renepatops! pagHOHYKIHAOB
[ Msirkue srexaperBeHHbIE (HOpMb
L] eeun (cynnosntopun)
L] rabnerku
LI tpancepmalibHbIe IIacThipu -
LI yerpoiicTBa juis HHTPapyMUHAABHONO (BHYTPHPYOILOBOT0) BBEACHHS
[J npouas npojyKuusl, JTeKapcTBeHHbie GOPMB
X 5. Bropuynas (noTpebureibekas) yakoska
X 6. Boinyckaomuii KOATPOJIb Ka4ecTBA
7. MUKPOGHOJIOrMIeCKOE TECTAPOBAHUE: CTEPUIABHOCTE
[J 8. MUKPOGHOIOTHYECKOE TECTUPOBAHUE: HECTEPHILHOCTD
B9 9. Xumnueckoe (puinyeckoe) TecTupoBanue
(3 10. bruonornueckoe TecTupoBanue
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GMP/EAEU/RU/00508-2022

11. KOHTPOJIb KAYECTBA IIPX UMIIOPTE JIEKAPCTBEHHOM
i NMPOAYKLUUHU B . =
L1 1. KonTponb kayecTBa MMOOPTHPYEMOH JE€KapCTBEHHOH MPOIYKIKAMU:
L[] MakpoBronornueckoe TeCTUpOBaHUE: CTEPHILHOCTD
L] MKpOOHOIOrHUCCKOE TECTHPOBAHKE: HECTCPUIIBHOCTD
L] xumuueckoe (uszndeckoe) TeCTHPOBAHUE - 3
[] uonornyeckoe TecTHpOBaAHHE _ : |
[} 2. Boirtyckalouinii KOHTpoIiL (CepTUhMKALMA Cepuil) UMIIOPTHPY EMO
POy KLMH B - L
[J Crepunshas npoaykuusi: B __ ol il ol
L] npoaykums, IpHroToBIEHHAs aCEITHYCCKUM MY TEM
[l nponyxuus. noaseprarouasics GUHALIHOA CTEPUIN3ALUM
| L] HecrepuipHas npojtyKums
Ll Bronoraueckas JeKapcTBEHHAs POAYKLHS:
U npoayxret kposu
L] ummyHOSIOrHYUECKas TPOIYKIUS
[ npoayKTbl Ha OCHOBE COMATHYECKAX KIETOK
[ renoreparieBruyeckue npojayKThl
U nponykrit TKaHEBOI HHKEHEPHH
L1 Suorexnosnornyeckas npoavKuus - |
L] ApOAYKTBI, SKCTPArHpOBAHHEIE U3 SKUBOTHBIX MCTOYHUKOB UIIK OPFaHOB '
| {rkaneil) yejloBeka |
O upouvas IPOAYKLHUS
' [ 3. Ipouast aesTensHoCTs 110 HMIIOPTY (BBO3Y):
' U mromanxa pusuyeckoro umiiopra (sBosza)
L1 MMIOpPT NPOMEXYTOYHOrO fIPOAYKTA, NOABEPralOMErocs AalbHe R ILer
0bpaborke _
L] npouee _ |

e e i e e

N

OrpannycHis Wi 10ACHUTCIBHBLIC 3aMETKH, KACAOUMecs OONacTH 1PHUMCHCHIS
ceprudukara; —

ATy
JOPTOg iy

i 3aMechy

Teb MHHHCTpA B.C. Ocbmaxos
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EVROAZIJSKA EKONOMSKA UNIJA
MINISTARSTVO INDUSTRIJE I TRGOVINE
RUSKE FEDERACIJE

SERTIFIKAT
o uskladenosti sa zahtevima Smernica Dobre proizvodacke prakse Evroazijske
ekonomske unije

br. GMP/EAEU/RU/00508-2022
rok vazenja od 19.05.2022. do 18.05.2025

Izdat na osnovu rezultata sprovedene farmaceutske inspekcije u skladu sa Pravilima
sprovodenja farmaceutskih inspekcija

Ministarstvo industrije i trgovine Ruske Federacije

(Minpromtorg Rusije),

(puni i skraceni naziv nadleznog organa)

potvrduje sledece:
da je sprovedena farmaceutska inspekcija

Hemomont d.o.o.

(skraéeni naziv Hemomeont d.o.0.)

(puni naziv proizvodaca)

Ilije Plamenca bb, 81000 Podgorica, Crna Gora

(adresa proizvodnog pogona)

na osnovu zahteva za izdavanje sertifikata o uskladenosti proizvodaca (proizvodaca
nerezidenta) lekova za humanu upotrebu sa zahtevima Smernica dobre proizvodacke
prakse Evroazijske ekonomske unije od 27.09.2021. br. 08-71-012-117.

Na osnovu informacija koje su dobijene tokom farmaceutske inspekcije, poslednja
koja je bila sprovedena 16.05.2022 — 19.05.2022, smatra se da ovaj farmaceutski
proizvoda¢ odgovara zahtevima Smernica dobre proizvodacke prakse Evroazijske
ekonomske unije.

Ovaj sertifikat odrazava status proizvodnog pogona na dan sprovodenja farmaceutske
inspekcije i ne treba da se smatra dokumentom koji svedoéi o statusu uskladenosti
nakon isteka 3 (tri) godine od dana te inspekcije. Rok vaZenja sertifikata moZe da bude
skracen ili produZen uz kori$éenje odgovarajucih principa upravljanja rizicima u
slu¢aju da postoji odgovarajuci zapis o tome u polju ,,Ograni¢enja ili objaSnjenja u
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vezi sa primenom ovog sertifikata®.

Sertifikat se smatra vaZeéim uz predstavljanje svih njegovih stranica (kako osnovnih
stranica, tako i dodatnih stranica).

Autenti¢nost (original) ovog sertifikata moZe se proveriti u bazi podataka Ministarstva
industrije i trgovine Rusije.

U slu¢aju da ovog sertifikata nema u bazi podataka, potrebno je obratiti se nadleznom
organu koji ga je izdao.

Prvi zamenik Ministra /potpisano/ V.S. Osmakov

m.p.
04. avgusta 2022. god.
(datum izdavanja sertifikata)
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MINISTARSTVO INDUSTRIJE I TRGOVINE
RUSKE FEDERACIJE

GMP/EAEU/RU/00508-2022

X Lekovi za humanu upotrebu

DVeterinarski lekovi

| |Eksperimentalna sredstva

Proizvodnja i kontrola kvaliteta

I. PROIZVODNE OPERACIJE — FARMACEUTSKI PROIZVODI

1. Sterilni proizvodi

1. Proizvodi, pripremljeni asepti¢ki (operacije obrade za sledece farmaceutske
oblike):

| ] te¢ni farmaceutski oblici velike Zapremine

te¢ni farmaceutski oblici male zapremine: kapi, sprej

[ ] disperzije

[ ] liofilizati

[ ] &vrsti farmaceutski oblici i implantati

| ] poluévrsti farmaceutski oblici

[ ] ostali proizvodi

[_]2. Proizvodi, koji podleZu terminalnoj sterilizaciji (operacije obrade za sledece
farmaceutske oblike):
[ ] te¢ni farmaceutski oblici velike zapremine

[ |te¢ni farmaceutski oblici male zapremine

[ ] &vrsti farmaceutski oblici i implantati

[ ]poludvrsti farmaceutski oblici

[ | ostali proizvodi, farmaceutski oblici

[X] 3. Zavrina kontrola kvaliteta kod pusStanja u promet

2. Nesterilni proizvodi

[ ]1. Nesterilni proizvodi (operacije obrade za sledeée farmaceutske oblike):

[ tvrde kapsule

| ] meke kapsule

[ ] farmaceutski oblici za zvakanje

D impregnirani farmaceutski oblici

[ ] te¢ni farmaceutski oblici za spoljnu upotrebu

[ ] te¢ni farmaceutski oblici za oralnu upotrebu

[ ] medicinski gasovi

[ ] ostali &vrsti farmaceutski oblici

[ ] preparati pod pritiskom
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| ] radionuklidni generatori

[ ] polugvrsti farmaceutski oblici

[ ] supozitorije

g tablete

transdermalni flaster

intraruminalni sistemi

[ ] ostali proizvodi, farmaceutski oblici

[ ]2. Zavr$na kontrola kvaliteta kod pustanja u promet

3. Bioloski farmaceutski proizvodi

[ 11. Biologki farmaceutski proizvodi:

[ ] proizvodi iz krvi

[ ] imunologki proizvodi

[ ] proizvodi na bazi somatskih éelija

[ ] proizvodi genske terapije

proizvodi inZenjeringa tkiva

[ ] biotehnologki proizvodi

[ proizvodi, dobijeni iz izvora Zivotinjskih porekla ili organa (tkiva) ljudi

[] ostali proizvodi

[| 2. Zavr$na kontrola kvaliteta kod pustanja u promet (spisak tipova proizvoda):

[ ] proizvodi iz krvi

[ ] imunoloski proizvodi

|| proizvodi na bazi somatskih éelija

[ ] proizvodi genske terapije

[ ] proizvodi inZenjeringa tkiva

biotehnoloski proizvodi

proizvodi, dobijeni iz izvora Zivotinjskih porekla ili organa (tkiva) ljudi

[ ] ostali proizvodi

Prvi zamenik Ministra /potpisano/ V.S. Osmakov

mp.

04. avgusta 2022. god.
(datum izdavanja sertifikata)
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RUSKE FEDERACIJE
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4. Drugi proizvodi ili proizvodne delatnosti

1. Proizvodnja:
[ 1 biljnih proizvoda

[ ] homeopatski proizvodi

X ostali proizvodi: ostale grupe lekova: kapi, sprej
X 2. Sterilizacija aktivnih supstanci, pomo¢nih supstanci i gotovih proizvoda:
X filtracija
[ ] sterilizacija suvom toplotom
[ ] sterilizacija parom

[ ] hemijska sterilizacija
[ sterilizacija gama zracima
[ ] sterilizacija elektronskim zracima
[ ]3. Ostalo
[ 14. Primarno (unutrasnja) pakovanje:
[ ] tvrde kapsule
[ ] meke kapsule
[ ] farmaceutski oblici za Zvakanje
[ |impregnirani farmaceutski oblici
[ ] te¢ni farmaceutski oblici za spoljnu upotrebu
[ ] te¢ni farmaceutski oblici za oralnu upotrebu
[ ] medicinski gasovi
[ lostali &vrsti farmaceutski oblici
[ ] preparati pod pritiskom
[ 1 radionuklidni generatori
[ Ipoluévrsti farmaceutski oblici
[ supozitorije
[ ] tablete
[ ] transdermalni flaster
[ ] intraruminalni sistemi
[ ] ostali proizvodi, farmaceutski oblici
X 5. Sekundarno (potrosatka) pakovanje
[X] 6. Zavrina kontrola kvaliteta prilikom oslobadanja
 [X] 7. Mikrobiolo3ko testiranje: sterilnost
' [[] 8. Mikrobiologko testiranje: nesterilnost
_B 9. Hemijsko (fizi¢ko) testiranje
[]10. Bioloko testiranje
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II. KONTROLA KVALITETA PRILIKOM UVOZA FARMACEUTSKIH

PROIZVODA

[ ] 1. Kontrola kvaliteta uvoznih farmaceutskih proizvoda:
__| mikrobiolosko testiranje: sterilnost

|| mikrobiolo3ko testiranje: nesterilnost

hemijsko (fizi¢ko) testiranje

biolo§ko testiranje

[ ]2. Zavrina kontrola (sertifikacija serija) uvoznih proizvoda

[ ] Sterilni proizvodi:

[ ] proizvodi, pripremljeni asepti¢ki

[ ] proizvodi, koji podlezu terminalnoj sterilizaciji

[ ] Nesterilni proizvodi

[ ] Biologki farmaceutski proizvodi:

[ ] proizvodi iz krvi

[ ] imunologki proizvodi

[_| proizvodi na bazi somatskih éelija

[ ] proizvodi genske terapije

[ proizvodi inZenjeringa tkiva

[_] biotehnologki proizvodi

[ ] proizvodi, dobijeni iz izvora Zivotinjskog ili humanog porekla

[_] ostali proizvodi

[ ] 3. Ostali poslovi na uvozu:

[ ] pogon fizi¢kog uvoza

[ Juvoz intermedijarnih proizvoda, koji podlezu daljoj obradi

[ ] ostalo

Ogranifenja ili objaSnjenja u vezi sa oblasti primene sertifikata: -

Prvi zamenik Ministra /potpisano/

m.p.

04. avgusta 2022. god.
(datum izdavanja sertifikata)
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EURASITAN ECONOMIC UNION
MINISTRY OF INDUSTRY AND TRADE
RUSSIAN FEDERATION

CERTIFICATE

on compliance with the requirements of the Good Manufacturing Practice
Guidelines of the Eurasian Economic Union

No. GMP/EAEU/RU/00508-2022
valid from 19/05/2022 to 18/05/2025

Issued on the basis of results of the conducted pharmaceutical inspection in accordance
with the Rules for conducting pharmaceutical inspections

Ministry of Industry and Trade of the Russian Federation
(Minpromtorg of Russia),

(full and short name of the competent authority)
confirms the following:

the following pharmaceutical inspection has been conducted
Hemomont d.o.o.

(short name Hemomont d.o.o.)

(full name of manufacturer)

Ilije Plamenca bb, 81000 Podgorica, Montenegro
(address of production plant)

on the basis of the request for the issuance of a certificate of compliance of the
manufacturer (non-resident manufacturer) of medicines for human use with the
requirements of the Good Manufacturing Practice Guidelines of the Furasian
Economic Union dated 27/09/2021 no. 08-71-012-117.

According to the information obtained during the pharmaceutical inspection, the last of
which was carried out on 16/05/2022 — 19/05/2022, it is considered that this
pharmaceutical manufacturer meets the requirements of the Good Manufacturing
Practice Guidelines of the Eurasian Economic Union.

This certificate reflects the status of the production plant on the date of the
pharmaceutical inspection and should not be considered as a document that testifies to
the status of compliance after the expiration of 3 (three) years from the date of that
inspection. The validity period of the certificate can be shortened or extended using the
appropriate risk management principles in case there is a corresponding record of this
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in the field *Restrictions or explanations related to the application of this certificate’.
The certificate is considered valid with the presentation of all its pages (both basic
pages and additional pages).

The authenticity (original) of this certificate can be checked in the database of the
Ministry of Industry and Trade of Russia.

In case this certificate is not in the database, it is necessary to contact the competent
authority that issued it.

First Deputy Minister /signed/ V.S. Osmakov

LS.

04/08/2022 -
(date of issue of certificate)
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<] Medicines for human use

[ ] Veterinary medicines

[ ] Experimental devices

Production and quality control

I. PRODUCTION OPERATIONS - PHARMACEUTICAL PRODUCTS

1. Sterile products

X 1. Products, prepared aseptically (processing operations for the following
pharmaceutical forms):

[ ] large volume liquid pharmaceutical forms

DX small volume liquid pharmaceutical forms: drops, spray

[ ] dispersions

(| Iyophilisates

[ ] solid pharmaceutical forms and implants

[ ] semi-solid pharmaceutical forms

[ ] other products

[_12. Products subject to terminal sterilization (processing operations for the
following pharmaceutical forms):
[ ] large volume liquid pharmaceutical forms

[ ] small volume liquid pharmaceutical forms

[ ] solid pharmaceutical forms and implants

[ ] semi-solid pharmaceutical forms

[ ] other products, pharmaceutical forms

3. Final quality control at release

2. Non-sterile products

[_11. Non-sterile products (processing operations for the following pharmaceutical
forms):

[ ] hard capsules

[ ] soft capsules

|| chewing pharmaceutical forms

|| impregnated pharmaceutical forms

[ ] liquid pharmaceutical forms for external use

[ ] liquid pharmaceutical forms for oral use

[ ] medical gases

[ ] other solid pharmaceutical forms

[ ] pressurized products
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| ] radionuclide generators

[ ] semi-solid pharmaceutical forms

[ ] suppositories

| ] tablets

transdermal patch

[ ] intraruminal systems

[ ] other products, pharmaceutical forms

[ ]2. Final quality control at release

3.Biological pharmaceutical products

[]1. Biological pharmaceutical products:

__| blood products

|| immunological products

[ ] somatic cell therapy products

|| gene therapy products

tissue-engineered products

E biotechnological products

[ ] products obtained from sources of animal origin or human organs (tissues).

[ ] other products

[] 2. Final quality control at release (list of product types):

blood products

immunological products

somatic cell therapy products

gene therapy products

tissue-engineered products

[ ] biotechnological products

[ ] products obtained from sources of animal origin or human organs (tissues).

[] other products

First Deputy Minister [signed/ V.S. Osmakov

LP.

04/08/2022
(date of issue of certificate)
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4. Other products or production activities

1. Production:

[ ] herbal products

[ ] homeopathic products

DX other products: other drug groups: drops, spray

2. Sterilization of active substances, excipients and finished products:

filtration

[ | dry heat sterilization

|| steam sterilization

chemical sterilization

gamma ray sterilization

| | electron beam sterilization

|:| 3. Other

[ 14. Primary (inner) packaging:

[ ] hard capsules

[ ] soft capsules

[ ] chewing pharmaceutical forms

impregnated pharmaceutical forms

[ ] liquid pharmaceutical forms for external use

[ ] liquid pharmaceutical forms for oral use

[ ] medical gases

[ ] other solid pharmaceutical forms

[ pressurized products

[ ] radionuclide generators

[ ] semi-solid pharmaceutical forms

[ ] suppositories

|:| tablets

[ ] transdermal patch

intraruminal systems

| | other products, pharmaceutical forms

5. Secondary (consumer) packaging

6. Final quality control upon release

X

7. Microbiological testing: sterility

[ ]

8. Microbiological testing: non-sterility

X

9. Chemical (physical) testing

10. Biological testing
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II. QUALITY CONTROL WHEN IMPORTING PHARMACEUTICAL
PRODUCTS
[] 1. Quality control of imported pharmaceutical products:
[ ] Microbiological testing: sterility
[ ] Microbiological testing: non-sterility
Chemical (physical) testing
Biological testing
| | 2. Final control (certification of batches) of imported products
[ ] Sterile products:
products, prepared aseptically
|| products, which are subject to terminal sterilization
] Non-sterile products
[ ] Biological pharmaceutical products:
[ ] blood products
|| immunological products
|:| somatic cell therapy products
[ ] gene therapy products
[ ] tissue-engineered products
[ ] biotechnological products
[ ] products obtained from sources of animal origin or human organs (tissues).
[ other products
[ ] 3. Other import activities:
[ ] physical import facility
% import of intermediate products, which are subject to further processing
other

Limitations or explanations regarding the area of application of the certificate: -

First Deputy Minister /signed/ V.S. Osmakov

LP..

04/08/2022
(date of issue of certificate)
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