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CMK-COI1-037-D-001-07

NMNOATBEPKAEHUE COOTBETCTBIA CEPUN
Ne A-121/26 ot 13.05.2026

HaCTOﬂLI.[I/IM MOATBEPALACM COOTBCTICTBHEC BBO3HMOIQ ACKAPCTBCHHOIC MOpCapara TpCGOBaHHﬂM,

YCTAHOBJAEHHBIM TIPU €T0 PETUCTPALMH B COOTBETCTBHH ¢ [1paBUIaMU perucTpalii U 3KCIEPTH3b

JNEKAPCTBCHHBIX CPEACTB A0 MEAHWLIMHCKOT O MPUMCHEHNUA EB]Z)EBI/IIL/IICKOFO IKOHOMHYECKOQ COHY3a:

TO]}FOBOG HaHMCHOBAHHC

Poszamet®

MC}KQYHHDO,HHOG HEMATCHTOBAHHOEC HAMMEHOBAHHC

MeTpoHugaszon

JlekapcTBeHHds dopma

Kpem aa1s HapyRHOIO NpUMeHEHHs

Jlo3upoBka

1%

Popma BRIyCKa

Ty6a 25 r x | {mayka KapTOHHAA)

Homep cepuu

0066

O6bem cepun 26 509 ynak.
Jlata Bimycka (13.03.2026
JaTta npou3BOACTRA 13.01.2026
TIonen no 31.01.2028

HaumenoBanue u aapec Npou3BORHTCAA

AJPAH-TAJIEHCKU JIABOPATOPUIN
a.0., Ceunuo 20, 51000, Pueka, XopBatusg

CTaa1d IPOH3BOACTBA

Bee craauu npouseoacTea

Homep 1 gata perucTpaudoHHOTO YAOCTOBEPEHUSL

JITI-Ne(006064)-(PT-RU) o1 28.06.2024

H OoMEp HOpMaTHBHOﬁ JOKYMEHTALUH

JITT-Ne{006064)-(PT-RU)-280624

HaumeHoBanue U aapec Aepxaremns
PErHCTPALMOHHONO YROCTOBEPEHUS

SIPAH-TAJIEHCKU JIABOPATOPUN
a.0., Ceuano 20, 51000, Pueka, XopBatus

OtBeTcTBEHHOE AUIID: MeHEeRKep To obecneuennio kKavecTsa OO0 «AJIPAH» Hocenko KA. no

posepeHHocTH Ne 290/2024 ot [0.10.2024.
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Product name / HasgaHue npenapaTa:

(carton box)

Rozamet® cream for external use 1 %, (tube) 25gx 1

PozaMeT® KpeM ANA HapyXHOro rnpuMeHeHua 1 %,
(Ty6a) 25 r x 1 (nayka KapToHHasA)

| Batch /Cepna: 0066 -
: Manufacturing date / laTa npou3soacyea: 13.01.2026.

_Expiry date / loaeH Ao: o 31.01.2028.

. Date of analysis / Jara npoBegeHns aHanuia: 25.02.2026. -

| Date of release / laTa Bbinvcka: 03.03.2026.

Name of the API / HanmeHoBaHwne
dapMaueBTUMECKON CYDBCTa LMK,

API batch No. / Homep cepuu
| hapmaueBTUHecKOd CyBCTaHLMK:

Metronidazole / MeTpoHugazon

2510064, 2510175

API Manufacturer / NpoussoguTens
thapmMauesTUdecKon cybcTaHuum:

| Corden Pharma Bergamo S.P.A., Italy / KopaeH ®apMa
Bepramo C.1.A., UTanwa

CERTIFICATE N2 170000051532
CEPTUO®UKAT N2 170000051532

PARAMETERS " REQUIREMENT RESULTS
NAPAMETPLI TPEBOBAHWMA PE3YNbTATHI
APPEARANCE Homogeneous white cream, odouriess. Homogeneous white cream, odourless.
ONUCAHWE CaHopogHelil kpeM Genoro ueera He3 OaHopogHelid kpem Benoro useta Ges
3anaxa 3anaxa
Identity A} The retention time of the main peak on the | Complies
Metronidazole chromatogram of the test solution prepared
HPLC for quantification shall comply with the
Manufacturer’s Method retention time of metronidazole peak on the
. GPh EAEU 2.1.2.28. or EP 2.2.29 | chromatogram of the standard solution {part
' “Assay”).
HPLC with DAD-detector B} UV spectrum taken at the maln peak on | Complies
Manufacturer's Method the chromatogram of the test solution
GPh EAEU 2.1.2,28, or EP 2.2.29 | prepared for quantification shall comply with
the retention time of metronidazole peak on
the chromatogram of the standard solution
{part “Assay”).
Methy| parahydroxybenzoate, Peaks with retention time that is | Complies
propyl parahydroxybenzoate corresponding with retention time of methyl
¢ HPLC parahydroxybenzoate and propyl
" Manufacturer's Methad parahydroxybenzoate peaks on the
GPh EAEU 2.1.2.28. or EP 2.2.29 ! chromatogram of the standard solution
: should be present on the chromatogram of
the test solution prepared for quantification
{part "Assay"”).
WaeHTugrukaums A) BpeMs yaepkuBaHWA OCHORHOrO NWKa Ha | CooTBeTcTRYET
MeTpoHKraason XpoMaTorpaMMe  MCNLITYEMOro  pacrsopa,
BIXX NPUFCTOBNEHHOMO ANA  KONWMECTBEHHOro
MeTog durpmbl onpeAeneHya, HONMHO  COOTBETCTEOBaTH
MEASC 2.1.2.28. vnu Eep. . BPEMEHW YAEPKMUBAHUA NUKa METPOHWAA30NA
2.2.29 Ha XpOMaTorpaMMe CTaHaapTHOro PacTBOpa
{pasaen «KonuyecTeeHHoe onpepeneHues).

JADRAN GALENSK| LABORATORIJ d.d. @ 51000 RIJEKA © SVILNQ 20° CROATIA © +385 51 660 700° www.[gl.hr

Rozamet cream for external use 1 % (tube) 25 g - 0066 - EAEU_RU

Reference CoA: v3
06.03.26

1/6




ol €2

'tm.v’l
PARAMETERS™ REQUIREMENT RESULTS
NAPAMETPbI TPEBOBAHMA PE3Y/NbLTATDLI
BIXKX c B) Yb-cnekTp, cHATLIA B BeplWHE ocHOBHOro | CooTBeTCTRYET
AMA-peTexTopom NMKa2 HE XpOMATorpamMMe UCMbLITYeMoro
MeTtog dupMe) pacTBopa AOMXEeH COOTBEeTCTROBaTL YO-
®EA3C 2.1.2.28. unu Esp. O. CAeKTpy, CHSTOMY B BEpLIWHE [HKa
2.2.29 METPOHWAA3ONa Ha XpoMartorpamme
CTaHAapPTHOro pacTeOpa (pazpen

«KonuuecTseHHoe onpegeneHe»).

MeTunnaparapoKcuber3oar, Ha xpomaTtorpaMme ucneiTyemoro pactecpa, ' CooTBeTcTBYeT

nponuMnnaparnapokcnberaoaT NPUrOTOBAEHHOMC AN KOAWYECTBEHHOro

B2XX onpeaeneHns, AIKHbI NPUCYTCTBOBATL MHUKK

MeToAa hupMBI co BPEMEHEM YASPKWBaHWA,

QEADC 2.1.2.28. wau Esp. . COOTBETCTBYIOLME BPEMEHEM YASPKMBAHUA

2.2.29 nuKoB MEeTUANapar MapoKkcubeH3oaTa 7]
nponuanaparnapokcnberaoaTa Ha

XpoMaTorpaMme  CTaHAapTHOrC  PacTBopa
(pazaen «KonuyecTBeHHOE onpeaeneHne» ).

pH
GPh EAEU 2.1.2.3. or EP 2.2.3 From 6.0 to 7.5 6.8
pH
$EADC 2.1.2.3. un¥ EBp. ® or 6,0 go 7,5 6.8
2.2.3.
MASS OF PACKAGING Average: not less than 100 % Complies
CONTENTS
GPh EAEU 2.1.9.17. Individual: not less than 90 %
{10 packs}
Average: not less than 100 %
Individual: 2%/30: not less than 90 % and
1/30 not less than 85 %
{30 packs)
MACCA COAEPKWUMOIro CpeaHee 3HayeHune: He MeHee 100 % CooTReTCTBYET
YNAKOBKH
GEA3C 2.1.9.17. MHAMBMAYENEHOE 3HaYeHHWE: He MeHee 90 %

(10 ynakoeok)

CpefHee 3HavueHue Macchl: He MeHee 100 % |

WHAWBWAYaNLHOE 3HaueHne: 29/30 He
MEHee

90% 1 1/30 He MeHee 85%

(30 ynakoeoK)

| RELATED SUBSTANCES

Any singe impurity Not more than 0.1% <0.01%
Total sum of impurities Not more than 0.2% <0.01%
HPLC

Manufacturer’s Method
GPh EAEU 2.1.2.28, or EP 2.2.29

PGACTBEHHBIE MPUMECK

NMiwban egUHUYHEA NpUMECE He bonee 0.1% <0.01%
Cymma npumecei He Gonee 0.2% <0.01%
' BIXKX

MeToa, dupMe
OEADC 2.1.2.28. nnw EBp. @.
| 2.2.29

JADRAN GALENSK! LABORATORIJ d.d. @ 51000 RIJEKA © SYILNQ 20® CROATIA @ +385 51 660 7000 www.jglhr

Rozamet cream for external use 1 % (tube) 25 g - 0066 - EAEU_RU 2/6
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PARAMETERS™" { REQUIREMENT RESULTS
NAPAMETPbI , TPEBOBAHWUA PE3¥JNBbTATHI
MICROBIOLOGICAL Category 2

PURITY*
GPh EAEU 2.1.6.6., GPh EAEU
2.1.6.7. or EP 2.6.12, EP 2.6.13

MUKPOBWMONOIMHECKASA
YACTOTA*

®EA3C 2.1.6.6., ®PEASC.
2.1.6.7. unm Eep. ©.2.6.12, Esp.
¢, 2.6.13

The total number of aerobic microorganisms
not more than 102 CFUin 1 g

Total number of yeasts and moulds not
more than 101CFUin1g

Absence of Pseudomonas aeruginosa in 1 g
(mi)

Absence of Staphyloceccus aureus in 1 g
(ml)

KaTtercpua 2

06uwee YMCNo 83po6HLIX MMKPOOPraHW3MOB -
Ha Gonee 102KOE & 1 r npenapaTta

OblLee YUCNOo APOAHOKEBLIX U NASCHEBKIX
rpubos - He 6onee 101 KOEB 1 T
OrcyTcTene Pseudomonas aeruginosa B 1 r
npenapara

OTeyterBye Staphylococcus aureus B 1 ¢
npenapara.

ASSAY {HPLC)

Manufacturer’s Method

GPh EAEU 2.1.2.28. or EP 2.2.29
Metronidazole

Meathyl parahydroxybenzoate

- Propyl parahydroxibenzoate

KONMYECTBEHHOE
ONPEAENEHME {B2XX)
MeTtoa bupMbl

DEASC 2.1.2.28, unn Eep. ©.
2.2.29

MeTpoHnaasan

MeTunnaparnapokcnbeHsoar

Mponunnaparuapokcubersoar

Not examined
Not examined
Not examined

Not examined

He npoBepeHo
HEe NpoBEpPEHO
HE NpoBepeHo

HE NPOBEpEeHOD

From 2.00 mg to 11.00 mg per 1g of the
product (90.0 % to 110.0 % of the labeled
strength}

From 0.595 mg to 0.805 mg per 1 g of the
praduct (85.0 % to 115.0 % of the labeled
strength})

From 0,255 mg to 0,345 mg per 1 g of the
product {(85.0 % to 115.0 % of the labeled
strength)

019,00 Mr a0 11,00 mr B 1 r npenapara
{oT 50,0 % g0 110,0 % oT 3asBNeHHOrD
coaepXKaHUA)

07 0,595 Mr po 0,805 mr e L r npenapaTa
{oT 85,0 % ac 115,0 % oT 3aABneHHOro
coaepwaHua)

Ot 0,255 Mr a0 0,345 Mr e 1 r npenapaTa
(0T 85,0 % ac 115,0 % oT 3anBNEHHOrO
coAepXaHus)

10.23 mg/g {102.3 %}

0.705 mg/g (100.7 %)

i 0.298 mg/g (99.3 %)

10.23 mr/r (102.3 %)

0.705 mr/r (100.7 %)

0.298 Mr/r (99.3 %)

PACKAGING

25 g of the drug in an aluminum tube coated
with a protective varnish on the inside and
outside, with a sealed protective membrane
hole and a plastic cap equipped with a cone-
shaped device for piercing the protective
membrane. The tube together with the leaflet
is placed in a cardboard box

25 g of the drug in an aluminum tube
coated with a protective varnish on the
inside and outside, with a sealed
protective membrane hole and a plastic
cap equipped with a cone-shaped
device for piercing the protective
membrane. The tube together with the
leaflet is placed in a cardboard box

JADRAN GALENSKI LABORATORLI d.d. = 51000 RIJEKA © SVILNG 20 © CROATIA @ +385 51660 7009 www.jgl.hr

Razamet cream for external use 1 % (tube) 25 g - 0066 - EAEU_RU
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PARAMETERS™® REQUIREMENT RESULTS
RAPAMETPbI * TPEGOBAHHSA PE3YNLTATHI
YNAKOBKA Mo 25 r npenapata B amomuHveson Tybe, . Mo 25 r npenapata & anlOMUHWEROW
MOKPBITOW 3AWWTHLIM NAakoM € BHYTPEHHER U | TySe, NOKPBITOH 3aUTHBIM nakowm C
BHEWHEN CTOPOHEI, C 33NAsHHbIM 33LIWTHOW | BHYTPEHHER W BHELWIHEW CTOpoHbI, ¢
MeMBpaHOW OTBEDCTMEM W MNACTUKORBIM | 3aNasiHHbIM - 33LWMTHOA MemEpaHon |
KOANAYKOM, CHEGXEHHbIM KOHyCooGpa3HelM | OTBEpCTHEM " NAZCTUKOBbIM
| YCTPOWCTROM 4N1f NPOKaNsEaHWs 3AWWTHOW | KOANAYKoM, CHabXeHHEIM
MeMbpaHel. TyBy BMecTe ¢ JNWCTKAM- | KOHYCOO6pa3HbiM  YCTPOWCTBOM  Ans
BKNAAbILEM NOMEWA T B KAQTOHHYH nayky NPoKanbIBaHUA 38LWWTHOW MeMBpaHsl.
Tyba BMecTe C AWCTKOM-BKNAALILEM
MOMeLIeHa B KaPTOHHYH Nadky
[ MARKING Ha nepevyHON vnaKoske Ha PyCCKoM sianike | H2 MependHOr YNZKOBKE Ha PYCCKOM
MAPKWUPOBKA YKAa3kIBAKT. TOProB0e HAUMEHOBAHNE A3bIKE YK33IZHHKI: TOProRoe
npenapara c npeaynpeavTenbHoA | HanmMeHosaHue
MapKUpPoBKOW B, MEXAyHapoaHoe npenapata ¢  npeaynpeavTeneHoM

' npenapara;

HENATEeHTOBaHHOoe HEWMEHOBaHNE,
NexapcTBeHHYK) (POPMY, KOHLEHTPAUMIO,
KONMUECTRO KpemMa B TybBe B rpaMmmax,
YCNOBWA XPEHEHVA, NpeaynpeavTenbsHY K
HaaANMWCh: «B Heﬂ,OCTyFIHOM ang ﬂETeH
MacTes, yCnoBus oTNyCka, «fna neuetus
poaauea», HA3BAHWE W ajapec aepxarens
PEruCTPaUnoOHHOID YAOCTOBEPEHWS, HOMED
cepuun, AaTy NPOW3BOACTEA, AATY MCTEUEHMA
CPOK& FroAHOCTH.

AONoJHATENBHO HE  AHIIWACKOM  A3blKe
YKA3bLIBAOT: noroTun Aepxarens
pervcTpauroHHOro YAOCTOREpPEH WS,
MEXAYHAPo4HOe HenaTeHTOBaHHOS
HanMeHOBaAHKE.

BO3MOXHO HaHeceHWe GYKBEHHO-UWdPaBbIX
u rpaudeckx ofo3HaueHUil Bepcuii
{TexHnyeckas wHopMaLKne) aAns
UAEHTUPUKALUMKM YNAKOBOYHOrO MaTepuana.
Take HaHRCeHWe MOXEeT OTCYTCTRABATh.
TexHuueckan MHPOPMaUWS MOXET MEHATBCS
B 32BUCUMOCTM OT NPOM3BOACTBEHHOM

CepuH, WCNOALAYEeMOro neyatHoro M
Y¥NakoRo4YHOTo 000pYAOBEHUA.

Ha BTOpUYHOW (noTpeBuTtenkckoil) ynakoske
HA PYCCKOM A3bIKe YKa3bIBAKOT:

TOpropae HAWMEHOBaHWe npenapaTa cC
npeaynpeArTensHol MapKUpoBKon @®,
MewayHapopHoe
HaWMeHOBAHKME, NEKAPCTEREHHYIO hopMy,
KOHLUEHTPaLUWIO, KoNWYacTeo KpeMa B Tybe B
TpaMmax, cocrae NEKapCTREHHAro
HA3BAHWE W COOEPMKAHUE
OEACTBYIOWErD BEWecTEa B 1 1 KpeMa,

| NepeYEHb BCNOMOraTeNbHbIX BeWecTRr,
«Cnocof  APUMEHEHWs:  CM.  NUCTOK-
akAafbIL», «flns  neyeHMAa  po3lauea»,
YCNOBWA  XPaHeHUs, NpPeAynpeavTenbHYIO

HagNUCk: «B HEAOCTYNHOM Ans  geTen
MecTe», YCI0BMS OTMNYCKE, HOMep cepuu, «N?
CEPUAIR, AdaTy NpPOU3BOACTRA, «flaTa
Npon3B.:», AETY UCTEUEHUS CpoKa roAHOCTH,

HENaTeHTORAHHOE

Mapkupoexkoi &, MEXAYHAPOAHOE

HenaTeHToOBaHHOE HaMMEHOBEHWE,
NeKkapcTeeHHan GopMa, KOHLUBHTpaLWa,
KO/AMYECTRO KpPeMa B Tybe B rpaMmax,

YCI0BKUSA XpaHeHun,
NpeaynpeauTenksHas H3ANWCH: «B
HEAOCTYNHOM  ANA  AeTed  MmecTes,
YCNDBWMA  oTnycka, <«fAAR Je4YeHMs
pozauea», HB3BaHWE 7 aapec
Aepxarens PErncTpPaLnoOHHOTO

YNOCTOBEPEHWSA, HOMED CepuM, A4aTa
Npou3BOACTBA, AaTA MCTEUEHWA ¢pokKa
rogHoCTH.

~ [l0NGAHUTENLHO HA BHIAMIACKOM A3bIKe

YK33IEHEII NOroTvn AepXarensa
PErUCTpaUMAHHOO YAOCTOBEPEHMS,
MEXAYHANOAHOE HeNaTeHTOBaHHoe
HEBMMEHOR3HUe.

JononHUTENEHO HAHECEHbI OYKBEHHO-
Luhpoabe W rpadin4eckue
0603HaYeHWid Repcui

{TexHWueckas vHPopMaLums) ans
naeHTHhruKaumm YRaKoBOUHOro
MaTepuana. :
Ha sTapuuHoi  (NoTpeGUTenbCcKkon) .

YN3KOBKE HA DYCCKOM A3bIKE YKA3aHBI:
TOProRO€ HAWMEHOBaHWE NpernapaTa ¢
npeaynpeauTensHol MapKUpoBKod B,
MeEXAyHapoaHae HEnaTeHToBaHHOe
HEWMEHOBAHWE, NeKapcTeeHHas dopMa,
KOHUeHTpauma, KOAWYECTBD KpeMa B
Tybe B rpaMMax, cocTas
NeKapcTBEHHOro Npenapata: Ha3leaWwwe |
7] coaepXaHue HelcTeyoWero
BEWEeCTEa B 1 I kpeMa, NepeyeHk
BCrioMOraTentHex eewecrs, «Cnacob

; MTPUMEHEHKS: CM. NVCTOK-BKA3ALILW»,

«flnsl  nedeHna po3auea», YCcnaeus

XpaHeHua, npeaynpeauTeneHan
HaANKUCL: «B HEADCTYMHOM ONA AeTer
MecTe», YCNORWA OTNyCcKa, HOMep
cepumn,  «Ne CEDWUM», Aara -

JADRAN GALENSKI LABORATORIS d.d. =« 51000 RUEKA ¢ SYILND 20 CROATIA © +385 51660 7008 veww.jgl.hr
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PARAMETERS" REQUIREMENT RESULTS
NAPAMETPHI YPEBOBAHUWA PE3YNbTATHI
«FoaeH ao:», CPOK rOAHOCTW NOCNne Nepsoro | NpouseoacTea, «flata npouse,:», garta
BCKPbITUR, HA3BaHME W ajpec AepXaTens | UCTEYEeHWA CPoKa FOAHOCTM, «[ogeH
PErMCTPAUMOHHOMD YAOCTOBEDEHMSA, LWITPWX- | ADI», CPOK TOAHOCTW MNOCAe nepsoro
koa, 2-D koa («GTIN:» - rnoSanbHLIf | BCKPBITUA, Ha3gaHwne 7] aapec
| MAEHTU GV KALMOHHBIA HOMED  TOProBOW | gepxaTena perucTpaLuoHHOre )
' eAMHVLEI; «SN»: - UHAVMBMAYENEHLIA | yOOCTOBEPEHWA, WTPWX-koa, 2-D kog |
CepURHbIA HOMEp TOPrOBOIM eanHUUbl), HoMep | («GTIN:» - rnoSaneHbIA I
peErucTpauMoHHOrO yAOCTOBEPEHUS . uaeHTNDMKaUMOHHBINA
JOononHUTENBHO H&  aHTAMIACKOM  A3biKe | HOMED TOProBOW eOuMHMUbI;, «SN»: -
YK33bIBAKOT: AQroTUn aepXkaTena | MHAMBWAYANBHLIA  CEPUIAHBIR  HOMep
PerucTpauMoHHora YAOCTOBEPEHUA, | TOProBoH eanHULBI), HoMap
MeXAyHapo4Hoe HeNaTeHTOBAHHOE | PErMCTPALMCHHOMO YAOCTOBEPEHUS.
H2UMEHOBaHME, JONONHUTENSHO HA BHTAVMCKOM R3mIKe
BO3MOXHO HaHeceHne OGYKBEHHO-UM(pPOBBIX YKA3aHbI: NOFrOTUN AepXatens
W rpathuyeckux oGo3Ha4eHd Bepcuii perucTpaLrorHoro YADCTOEEpPEHNS,
{TexHnyeckas WHpopMaLMA) ANA . MEXAYHBPOAHOE HeNaTeHTOBAHHOe
MaeHTMhMKALUNKY YNakOBOYHOINC MatepWana. HaMMEHOBaHWE,
Takxe HaHeCeHWe MOXET OTCYTCTBOBATL. HaHeceHbl  GYKBEHHO-uWGPOBLIE M
TexHnyeckaa WHGpopMaUnNs MOXET MEHATLCA  rpaduyeckre oDo3HaqYeHna Bepcuin
B 3aBUCMMOCTU OT NIPOM3BOACTBEHHOW cepuy, ;| (TeXHUYECKaS MHDOPMELUA) ana
! l UCNQNLIYEMOrc NevaTHOrY 1 yNakoBo4HOrg naeHTUMKaL MK YMNaKoBROYHOrO
; 06opyAoBaHUA. maTepwana.
STORAGE " At the temperature not above 25°C COMPLIES
XPAHEHWE Mpw TemnepaType He ebie 25°C COQTBETCTBYET
SHELF LIFE ' 2 years COMPLIES
After first opening - 2 months
CPOK NoOAHOCTH 2 rona COOTBETCTBYET

* It is not a mandatory parameter and may not be included in the certificate of analysis. The parameter is monitored on each 10%

! flocne nepeoro BCKDLITHA - 2 Mecsua

batch. The guality of this indicator is guaranteed by the manufacturer. / He senaeTcs 0693aTeNBHLIM NOKA3aTENEM 1 MOXET

OTCYTCTBOBATL B cep'mcbleaTe aHanusa. lNokasarens KOHTPOANUDYETCA Ha kaxaon 10 i cepum. KayecTBo N0 AGHHOMY NOKa3aTeno

rapaHTMpyeT NpouasoaAuTeNk.

** - references are given to the current edition of the Pharmacopoeia /ccbinkun npueeaeHsl Ha ASHCTEYIOWES U3aaHUe

dapMakoneu

Importing country / CTpana uMnoprep:
Registration Certificate No. / HomMep
PerncrpavmoHHoro YACCTOBEDEHUS:
Manufacturing site / NpouzBoacTBeHRas
nnowaaka:

Russian Federation / Poccuiickan @egepauus

NN-Ne (006064) -(Pr-RU) dated 28.06.2024/ NMN-Ne
{006064) -(PI-RU) ot 28.06.2024
JADRAN-GALENSKI LABORATORI] d.d., Croatia, Svilno 20,
51000, Rijeka / SIAPAH-TANEHCKN NABOPATOPWN a.o.,
Xopeatna, CBunHo 20, 51000, Prneka

The number of the certificate of compliance with | N¢ GMP/EAEU/BY/00348-2024

the requirements of the rules of good
manufacturing practice of the Eurasian
Economic Union/ Homep cepTuuUKaTa
_ COOTBETCTBUA TpeboBaHUAM npasun
' Hapnexalen  nNpow3BOACTBEHHOW  NpPakTUKK |

EBPa3sniACKOro 3KOHOMHWYECKOro Coto3a: | _ _
I hereby confirm that the above information is authentic and accurate. This batch of the product was

manufactured (including packaging {labeling) and quality control) at the above-mentioned production site in
full compliance with the requirements of the Rules of Good Manufacturing Practice of the Eurasian Economic

JADRAN GALENSKI LABORATORII d.d. @ 51000 RIJEKA o SYILNO 205 CROATIA = +38551 660 7000 www.jgl.hr
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tJnion and the requirements of quatity control of medicines, as well as in accordance with the specifications
contained in the registration dossier of the imparting country. Production, packaging and analysis records
have been checked and their compliance with the requirements of the rules of good manufacturing practices
of the Eurasian Economic Union has been established.

HacTosiMM 51 ACATBEPKGAID, YTO fipMBeOeHHaR BbilLe MHGOPMAUWsa RBARETCA ACCTOBEDHOW WM TOYHOWU. ITa
CepUR NPOAYKUMK Npou3Beaera (BKAUAA YRAKoBKY {MAPKKUPOBKY) W KOHTPOND KAYeCTBA) Ha BhHLEYKa3aHHOMA
NPOM3BOACTEEHHOM nNADLlaAKe B fOAHOM cooTBeTcTeMw ¢ Tpebosanuamwr [lpasun  Hagnexawen
NPCU3BOACTEEHHON APAKTHKY EBPa3niCKOro 3KOHOMUYECKOro col3a U TpeboBaAWaMU KOHTPONR KadyecTBa
NEeKaAPCTEeHHbIX CPEACTB, @ TAKXE B COOTEETCTBUM CO cneyudUKaymMaMn, CoaemKalinMmuca 8 PEFUCTPALIMOHHOM
AOCbE CTPaHLi-MMNOpTepa. 3aNMcK N0 APDOM3IBOACTBY, YNAKOBKE U AHANM3Y NPOBEDEHB!, Y YUTAHOBACHO 1X
COOTBETCTBKUE TPEBOBAHUAM NPABMA HAANEKAWEN NPONIBOACTBEHHOM NPaKTHK EBPa3sviACKOro SIKOHOMNYECKDFo
COH34a.

Quality of the product complies to Normative Document AN-N2 (006064) -(Pr-RU}-280624
KauecTso npoaykTa cootsetcTeayeT HA A1-N° (006064) -(Pr-RU)-280624

I hereby confirm that the batch is approved for release
HacTosWvM NOATBEPKAAK, YTO BHIWEYKAIAHHAR CEPUS PalpeUIerHa K BbinyCcKy

Date
OaTa

Qualified Person Mirna Simici¢
MOARKUCHL YNOAHOMOHEHHOID AKUa
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