EB UPSA

CEPTUO®UKAT AHAJIN3A U COOTBETCTBUA

UM U AZIPEC U3TOTOBUTEJISI(EN) / TTIPOU3BOIUTEJISI(EN):
VIICA CAC 979 nmpocn. [Mupenen - 47520 JIE TTACCAXK — Opanuus

Jluniensus Ha mpomsBoacTBO: 2025 282 1

Ceptudukar GMP: 2025 _HPF FR_085 25.09.2025
WM 1 agpec KOMIaHNU, OCYILIECTBIISIONIEH KOHTPob KadecTBa: 979 npocn. [Tupenen - 47520 JIE ITACCAXK

— @paHuus

Jlunien3us Ha MpoBeIeHUE KOHTPOJI kKadecTsa: 2025 282 1

HANUMEHOBAHME ITPOYKTA: ®epBekc®, mopomok i NPUTOTOBJIEHHUSI pACTBOpAa JIsl IpHeMa
BHYTPb [MaJIMHOBBIH ¢ caxapoM|, (maketuk) x 8§ —- POCCHUS

COCTAB: ackop6unoBas kucnota 200 mr, mapaueramon 500 mr, peHnpamuHa mManeat 25 Mr

HOMEP PETUCTPALIMOHHOI'O Y IOCTOBEPEHUA: JITT-Ne(009920)-(PT"-RU)
HOPMATUBHA JOKYMEHTALA: JIII-Ne(009920)-(PI'-RU)-240425
HOMEP CEPUU: D9457
KOJIMYECTBO: 51,250.00 mt

JATA TTPOU3BOACTBA: 28/05/2026

Howmep
oOpasia

S1D94570001

S2D94570001

S3D94570001

S1D94570001
S2D94570001
S3D94570001
S1D94570001
S2D94570001
S3D94570001
S1D94570001
S2D94570001
S3D94570001
S1D94570001
S2D94570001

S3D94570001

Onpenenenus

OpraHonenTHIECKHE
XapaKTePUCTUKU
oOpa3zery

OpraHonenTHICCKIE
XapaKTePUCTUKU
oOpa3zery

OpraHonenTuyeckue
XapaKTePUCTUKH
obpasern

Cpenusisg Macca
obpasern
Cpenuss macca
oOpa3zery
Cpenusis Macca
obpasern

PactBop 13% (M/00):

BHEIIHUI B

PactBop 13% (M/00):

BHEIIHUM BUL

PactBop 13% (M/00):

BHEIIHUM BUL
pH

pH

pH

IogmuHHOCTH
napaneramosna
ITopnuHHOCTE
napaneramosna
ITopuHHOCTE
rapareramMmosia

MeTtoabl

BHYTPEHHUI

BHYTPEHHUI

BHYTpPEHHUU

BHYTpPEHHUU
BHYTPEHHUI
BHYTpPEHHUU
BHYTpPEHHUU
BHYTPEHHUI
BHYTpPEHHUU
PE2-2-3
PE2-2-3
PE2-2-3
PE2-2-29
PE2-2-29

PE2-2-29

KOl SAP: 1504273
CPOK T'OJHOCTHU: 04/2029

I[OHyCTI/IMBIe MMpEeacibl

TTopomiok cBetiio-
0CKEBOTO IIBETA.
JlotmyckaroTcst BKparuieHust
KOPUYHEBOTO IIBETA
ITopomiok cBetiio-
0CKEeBOTO IIBETA.
JlotmyckaroTcst BKparuieHust
KOPUYHEBOTO IIBETA
ITopoiox cBetio-
0CKEeBOTO IIBETA.
Jomyckarorcsa BKparjieHust
KOPUYHEBOTO IIBETA
12.45-13.76 r

12.45-13.76 v
12.45-13.76 v
CooTBeTCTBYET
CoOTBETCTBYET
CooTBeTCTBYET
26-34
2.6-34
2.6-34
CoOTBETCTBYET

CooTBeTCTBYET

CooTBeTCTBYET

PesynbTatst

CoOTBETCTBYET

CoOTBETCTBYET

CooTBeTCTBYET

12.702 r
12.691r
12.710r
CooTBeTCTBYET
CoOTBETCTBYET
CooTBeTcTBYET
2.7

2.7

2.8
CoOTBETCTBYET

CooTBeTCTBYET

CooTBeTCTBYET
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EB UPSA

CEPTUO®UKAT AHAJIN3A U COOTBETCTBUA

UM U AJIPEC U3TOTOBUTEJIS(EIT) / [TIPOU3BOJUTEJISI(EN):

VIICA CAC 979 nmpocn. [Mupenen - 47520 JIE TTACCAXK — Opanuus

Jluniensus Ha mpomsBoacTBO: 2025 282 1

Ceptudukar GMP: 2025 _HPF FR_085 25.09.2025

WM 1 agpec KOMIaHNU, OCYILIECTBIISIONIEH KOHTPob KadecTBa: 979 npocn. [Tupenen - 47520 JIE ITACCAXK
— @paHuus

Jlunien3us Ha MpoBeIeHUE KOHTPOJI kKadecTsa: 2025 282 1

HANUMEHOBAHME ITPOYKTA: ®epBekc®, mopomok i NPUTOTOBJIEHHUSI pACTBOpAa JIsl IpHeMa
BHYTPb [MaJIMHOBBIH ¢ caxapoM|, (maketuk) x 8§ —- POCCHUS

COCTAB: ackop6unoBas kucnota 200 mr, mapaueramon 500 mr, peHnpamuHa mManeat 25 Mr

HOMEP PETUCTPALIMOHHOI'O Y IOCTOBEPEHUA: JITT-Ne(009920)-(PT"-RU)

HOPMATUBHA JOKYMEHTALA: JIII-Ne(009920)-(PI'-RU)-240425

HOMEP CEPUU: D9457 KOJI SAP: 1504273
KOJIMYECTBO: 51,250.00 tur
JATA TTPOU3BOACTBA: 28/05/2026 CPOK I'OJHOCTH: 04/2029
Homep Omnpenenenust Mertoast JlommycTrMEBIe TIpeaemb PesynbTatht
oOpasia
S1D94570001 IlommHHOCTH PE2-2-29 CoOTBETCTBYET CoOTBETCTBYET
aCKOpOMHOBOI
KHCJIOTHI
S2D94570001  IlommHHOCTH PE2-2-29 CoOTBETCTBYET CoOTBETCTBYET
acKOpOMHOBOI
KHUCIIOTHI
S3D94570001  IlomnuHHOCTB PE2-2-29 CooTBeTCTBYET CooTBeTCTBYET
acKOpOMHOBOM
KHCIIOTHI
S1D94570001  IlomnuHHOCTB PE2-2-29 CooTBeTCTBYET CooTBeTCTBYET
(heHupaMrHa ManeaTa
S2D94570001  IlomnuHHOCTB PE2-2-29 CooTBeTCTBYET CooTBeTCTBYET
(heHnpamuHa Maieara
S3D94570001  IlomnuHHOCTB PE2-2-29 CooTBeTCTBYET CooTBeTcTBYET
(eHUpaMuHa ManeaTa
S1D94570001  KomuuecTBeHHOE PE2-2-29 475 - 525 mr/came 500 mr/came
oTpenesicHHe
napaneraMmosa
S2D94570001  KomuvecTBeHHOE PE2-2-29 475 - 525 mr/came 493 mr/carre
oTpeaesicHIe
napareraMmosa
S3D94570001  KomuvecTBeHHOE PE2-2-29 475 - 525 mr/came 497 mr/carre
oTpeaesicHIe
napareraMmosa
S1D94570001  KomuvecTBeHHOE PE2-2-29 184 - 210 mr/camre 205 mr/carre
oTpe/iesicHHe
aCKOpOMHOBO#
KHCJIOTBI
S2D94570001  KomuvecTBeHHOE PE2-2-29 184 - 210 mr/camre 200 mr/carre
oTpeaesicHHe
aCKOpOMHOBO#
KHCIIOTBI
S3D94570001 KonuyecTBeHHOE PE2-2-29 184 - 210 mr/came 202 wmr/care
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83 UPSA

CEPTUO®UKAT AHAJIN3A U COOTBETCTBUA

UM U AJIPEC U3TOTOBUTEJIS(EN) / TPOU3BOIUTEJISI(EN):

VIICA CAC 979 nmpocn. [Mupenen - 47520 JIE TTACCAXK — Opanuus

Jluniensus Ha mpomsBoacTBO: 2025 282 1

Ceptudukar GMP: 2025 _HPF FR_085 25.09.2025

WM 1 agpec KOMIaHNU, OCYILIECTBIISIONIEH KOHTPob KadecTBa: 979 npocn. [Tupenen - 47520 JIE ITACCAXK
— @paHuus

Jlunien3us Ha MpoBeIeHUE KOHTPOJI kKadecTsa: 2025 282 1

HANUMEHOBAHME ITPOYKTA: ®epBekc®, mopomok i NPUTOTOBJIEHHUSI pACTBOpAa JIsl IpHeMa
BHYTPb [MaJIMHOBBIH ¢ caxapoM|, (maketuk) x 8§ —- POCCHUS

COCTAB: ackop6unoBas kucnota 200 mr, mapaueramon 500 mr, peHnpamuHa mManeat 25 Mr

HOMEP PETUCTPALIMOHHOI'O Y IOCTOBEPEHUA: JITT-Ne(009920)-(PT"-RU)

HOPMATUBHA JOKYMEHTALA: JIII-Ne(009920)-(PI'-RU)-240425

HOMEP CEPUU: D9457 KOl SAP: 1504273

KOJIMYECTBO: 51,250.00 mmr

JATA TTPOU3BOACTBA: 28/05/2026 CPOK I'OJHOCTH: 04/2029

Homep Omnpenenenus Mertopt JlomycTHUMBIE TTPEIeITbI PesynbraTh
oOpasia

oTIpe/ieTIeHNe
aCKOpOMHOBOI
KHCJIOTHI

S1D94570001  KomuvecTBeHHOE PE2-2-29 22.5 - 27.5 mr/came 25.4 mr/came
oTIpe/ieTIeHHe
(eHupaMuHa mManeaTa

S2D94570001  KonuyecTBeHHOE PE2-2-29 22.5 -27.5 mr/came 25.3 mr/carre
oTIpe/ieTIeHHe
(eHupaMuHa ManeaTa

S3D94570001  KonudecTBeHHOE PE2-2-29 22.5 - 27.5 mr/came 25.3 mr/came
oTIpe/ieTIeHNe
(heHnpamMrHa Maeara

S1D94570001  OnHOPOIHOCTH PE2-9-40 <=15.0 % <15.0%
CoJIepIKaHM
naparneramosa—
KpUTepui
npuemaemocty 1 10
€IMHUII

S2D94570001  OnHOPOIHOCTH PE2-9-40 <=15.0 % <15.0%
COJIepIKAHUS
napareramosa—
KpUTEpUit
npuemaemMocty 1 10
€ IMHUIL

S3D94570001  OnmHOPOAHOCTH PE2-9-40 <=15.0 % <15.0 %
COJIepIKAHUS
napareramosa—
KpUTEpUit
npuemaemMocty 1 10
SIHUIT

S1D94570001 OmHOPOIHOCTH PE2-9-40 CoOTBETCTBYET CoOTBETCTBYET
COJIepKaHUS:
napareramMmolt
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EB UPSA

CEPTUO®UKAT AHAJIN3A U COOTBETCTBUA

UM U AJIPEC U3TOTOBUTEJIS(EIT) / [TIPOU3BOJUTEJISI(EN):

VIICA CAC 979 nmpocn. [Mupenen - 47520 JIE TTACCAXK — Opanuus

Jluniensus Ha mpomsBoacTBO: 2025 282 1

Ceptudukar GMP: 2025 _HPF FR_085 25.09.2025

WM 1 agpec KOMIaHNU, OCYILIECTBIISIONIEH KOHTPob KadecTBa: 979 npocn. [Tupenen - 47520 JIE ITACCAXK
— @paHuus

Jlunien3us Ha MpoBeIeHUE KOHTPOJI kKadecTsa: 2025 282 1

HANUMEHOBAHME ITPOYKTA: ®epBekc®, mopomok i NPUTOTOBJIEHHUSI pACTBOpAa JIsl IpHeMa
BHYTPb [MaJIMHOBBIH ¢ caxapoM|, (maketuk) x 8§ —- POCCHUS

COCTAB: ackop6unoBas kucnota 200 mr, mapaueramon 500 mr, peHnpamuHa mManeat 25 Mr

HOMEP PETUCTPALIMOHHOI'O Y IOCTOBEPEHUA: JITT-Ne(009920)-(PT"-RU)

HOPMATUBHA JOKYMEHTALA: JIII-Ne(009920)-(PI'-RU)-240425

HOMEP CEPUU: D9457 KOJI SAP: 1504273
KOJIMYECTBO: 51,250.00 mr
JATA ITPOU3BOJICTBA: 28/05/2026 CPOK I'OJHOCTH: 04/2029
Homep Onpenenenus Merto bt JlommycTrMEBIe TIpeaemb PesynbTatht
oOpasia
S2D94570001  OmHOPOIHOCTH PE2-9-40 CoOTBETCTBYET CoOTBETCTBYET
COJepIKaHMsL:
naparneramMmoln
S3D94570001  OmHOPOIHOCTH PE2-9-40 CoOTBETCTBYET CoOTBETCTBYET
COJICpIKaHUSL:
napareTamMmoln
S1D94570001  OnHOPOIHOCTH PE2-9-40 <=15.0 % <15.0%
coJiep>KaHust
aCKOpOMHOBO#

KHUCJIOTBI — KPUTEPHUI
npuemiemMocta yist 10
€IMHUIL
S2D94570001  OnHOPOIHOCTH PE2-9-40 <=15.0 % <15.0%
CoJIepIKaHM
acKOpOMHOBOI
KHUCJIOTBI — KPUTEPHUI
npuemaemocty 1 10
€IMHUII
S3D94570001  OnHOPOIHOCTH PE2-9-40 <=15.0 % <15.0%
coJep KaHus
acKOpOMHOBOI
KHUCJIOTBI — KpUTEPUIA
npuemaemMocty 1 10
€ IMHUIL
S1D94570001 OmHOPOIHOCTH PE2-9-40 CoOTBETCTBYET CoOTBETCTBYET
COJCpIKaHMsL:
acKOpOMHOBas
KHCIIOTa
S2D94570001  OnHOPOAHOCTH PE2-9-40 CooTBeTCTBYET CooTBeTcTBYET
COJCpIKaHUsL:
acKOpOMHOBAsI
KHCIIOTa
S3D94570001  OnHOPOAHOCTH PE2-9-40 CooTBeTcTBYET CooTBeTcTBYET
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EB UPSA

CEPTUO®UKAT AHAJIN3A U COOTBETCTBUA

UM U AJIPEC U3TOTOBUTEJIS(EIT) / [TIPOU3BOJUTEJISI(EN):

VIICA CAC 979 nmpocn. [Mupenen - 47520 JIE TTACCAXK — Opanuus

Jluniensus Ha mpomsBoacTBO: 2025 282 1

Ceptudukar GMP: 2025 _HPF FR_085 25.09.2025

WM 1 agpec KOMIaHNU, OCYILIECTBIISIONIEH KOHTPob KadecTBa: 979 npocn. [Tupenen - 47520 JIE ITACCAXK
— @paHuus

Jlunien3us Ha MpoBeIeHUE KOHTPOJI kKadecTsa: 2025 282 1

HANUMEHOBAHME ITPOYKTA: ®epBekc®, mopomok i NPUTOTOBJIEHHUSI pACTBOpAa JIsl IpHeMa
BHYTPb [MaJIMHOBBIH ¢ caxapoM|, (maketuk) x 8§ —- POCCHUS

COCTAB: ackop6unoBas kucnota 200 mr, mapaueramon 500 mr, peHnpamuHa mManeat 25 Mr

HOMEP PETUCTPALIMOHHOI'O Y IOCTOBEPEHUA: JITT-Ne(009920)-(PT"-RU)

HOPMATUBHA JOKYMEHTALA: JIII-Ne(009920)-(PI'-RU)-240425

HOMEP CEPUU: D9457 KOl SAP: 1504273

KOJIMYECTBO: 51,250.00 mmr

JATA TTPOU3BOACTBA: 28/05/2026 CPOK I'OJHOCTH: 04/2029

Homep Omnpenenenus Mertopt JlomycTHUMBIE TTPEIeITbI PesynbraTh
oOpasia

COJIepKaHUS:
acKOpOMHOBas
KHCJIOTa
S1D94570001  OnmHOPOAHOCTH PE2-9-40 <=15.0 % <15.0 %
CoJIepyKaHMs
(eHupaMuHa ManeaTa
— KpUTEpHi
npuemiemMocta st 10
SIHUIT
S2D94570001  OnHOPOIHOCTH PE2-9-40 <=15.0 % <15.0%
COJIepIKaHM
(dheHnpaMrHa Maeara
— KpUTEpHi
npuemiemMocta ist 10
€MHUIL
S3D94570001  OnHOPOIHOCTH PE2-9-40 <=15.0 % <15.0%
coJep KaHus
(heHnpaMrHa Maeara
— KpUTEpHi
npuemaemMocty 1 10
€ IMHUIL
S1D94570001  OmHOPOTHOCTH PE2-9-40 CoOTBETCTBYET CoOTBETCTBYET
COJCpIKaHMsL:
(dheHnpamMrHa Maieara
S2D94570001  OmHOPOTHOCTH PE2-9-40 CoOTBETCTBYET CoOTBETCTBYET
COICpIKaHMsL:
(heHupaMuHa ManeaTa
S3D94570001  OmHOPOIHOCTH PE2-9-40 CoOTBETCTBYET CoOTBETCTBYET
COIepIKaHMsL:
(eHupaMuHa ManeaTa
S1D94570001 KoHTpoJib yIIaKOBKH BHYTPCHHHM CoOTBETCTBYET CoOTBETCTBYET
S2D94570001  KoHTpoyib yIaKOBKH BHYTPCHHHM CoOTBETCTBYET CoOTBETCTBYET
S3D94570001  KoHTpoas ynakoBKH BHYTpPEHHUU CooTBeTcTBYET CooTBeTcTBYET
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83 UPSA

CEPTUO®UKAT AHAJIN3A U COOTBETCTBUA

UM U AJIPEC U3TOTOBUTEJIS(EN) / TPOU3BOIUTEJISI(EN):

VIICA CAC 979 nmpocn. [Mupenen - 47520 JIE TTACCAXK — Opanuus

Jluniensus Ha mpomsBoacTBO: 2025 282 1

Ceptudukar GMP: 2025 _HPF FR_085 25.09.2025

WM 1 agpec KOMIaHNU, OCYILIECTBIISIONIEH KOHTPob KadecTBa: 979 npocn. [Tupenen - 47520 JIE ITACCAXK
— @paHuus

Jlunien3us Ha MpoBeIeHUE KOHTPOJI kKadecTsa: 2025 282 1

HANUMEHOBAHME ITPOYKTA: ®epBekc®, mopomok i NPUTOTOBJIEHHUSI pACTBOpAa JIsl IpHeMa
BHYTPb [MaJIMHOBBIH ¢ caxapoM|, (maketuk) x 8§ —- POCCHUS

COCTAB: ackop6unoBas kucnota 200 mr, mapaueramon 500 mr, peHnpamuHa mManeat 25 Mr

HOMEP PETUCTPALIMOHHOI'O Y IOCTOBEPEHUA: JITT-Ne(009920)-(PT"-RU)

HOPMATUBHA JOKYMEHTALA: JIII-Ne(009920)-(PI'-RU)-240425

HOMEP CEPUU: D9457 KOJI SAP: 1504273
KOJIMYECTBO: 51,250.00 murr
JATA TIPOU3BOJACTBA: 28/05/2026 CPOK I'OJHOCTH: 04/2029
Homep OmpeneneHust Mertopt JlomycTHUMBIE TTPEIeITbI PesynbraTh
oOpasia
OO1mee 9ucio PE2-6-12 <=10* KOE/r Tect He
a’pOOHBIX OaKkTepUit MIPOBOIUIICS
OO6uiee uucio PE2-6-12 <=10>KOE/r Tecr ne
JPOXKEBBIX U TIPOBOIHIICS
IJICCHEBBIX TPHOOB
DHTEpOOaKTEepHil, PE2-6-13 <=10? KOE/r Tect HE
YCTOMUYUBBIX K HKEITIN TIPOBOIHIICS
Escherichia coli PE2-6-13 OtcyrcTBue/1 T Tect He
TIPOBOIHIICS
Salmonella spp PE2-6-13 OtcyterBue/10 T Tect HE
TIPOBOIHIICS
Staphylococcus aureus PE2-6-13 OtcyrcTBue/1 T Tect He
TIPOBOIHIICS
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83 UPSA

CEPTUO®UKAT AHAJIN3A U COOTBETCTBUA

UM U AJIPEC U3TOTOBUTEJIS(EN) / TPOU3BOIUTEJISI(EN):

VIICA CAC 979 nmpocn. [Mupenen - 47520 JIE TTACCAXK — Opanuus

Jluniensus Ha mpomsBoacTBO: 2025 282 1

Ceptudukar GMP: 2025 _HPF FR_085 25.09.2025

WM 1 agpec KOMIaHNU, OCYILIECTBIISIONIEH KOHTPob KadecTBa: 979 npocn. [Tupenen - 47520 JIE ITACCAXK
— @paHuus

Jlunien3us Ha MpoBeIeHUE KOHTPOJI kKadecTsa: 2025 282 1

HANUMEHOBAHME ITPOYKTA: ®epBekc®, mopomok i NPUTOTOBJIEHHUSI pACTBOpAa JIsl IpHeMa
BHYTPb [MaJIMHOBBIH ¢ caxapoM|, (maketuk) x 8§ —- POCCHUS

COCTAB: ackop6unoBas kucnota 200 mr, mapaueramon 500 mr, peHnpamuHa mManeat 25 Mr

HOMEP PETUCTPALIMOHHOI'O Y IOCTOBEPEHUA: JITT-Ne(009920)-(PT"-RU)

HOPMATUBHA JOKYMEHTALA: JIII-Ne(009920)-(PI'-RU)-240425

HOMEP CEPUU: D9457 KOJI SAP: 1504273

KOJIMYECTBO: 51,250.00 murr

JATA TIPOU3BOJACTBA: 28/05/2026 CPOK I'OJHOCTHU: 04/2029
Homep Omnpenenenus Mertopt JlomycTHUMBIE TTPEIeITbI PesynbraTh
oOpasia

Hacrosimum s moxTBepikJar0, 4TO NPUBEIACHHAS BBINC WH(POpPMAIHS SIBJISCTCS JIOCTOBEPHOW WM TOYHOM.
JlanHasi mapTus mpoOIyKTa ObLIa M3TOTOBJICHA / MPOW3BEJCHA, BKIFOYAsl KOHTPOIb TPOIECcCa YIMAKOBKUA H
KOHTPOJIb KadecTBa Ha BBIMICYMOMSHYTOM(BIX) OOBEKTe(aX) B IIOJHOM COOTBETCTBHHM C TpeOOBaHUSIMU
HaJyIeKaIeit mpon3BoacTBeHHOH npakTuky (GMP) Oprana rocyaapcTBEHHOTO peryJIUPOBaHUS U KOHTPOJIS U
B COOTBETCTBUU CO CICHUUKAIUAMU PerucTpariioHHOTO YJOCTOBEPEHUS CTPAaHBI-UMIIOPTEpa / JOChE Ha
JICKapCTBEHHOE CPEJICTBO JUIsl TPENapaToB, HUCHOIB3YeMBIX B paMKaxX KIMHHUYECKOTO WCCIICIOBAHUS.
IIpoTokoJBI 00pabOTKH, YIIAKOBKHU M aHAIN3a OBLTHA U3YYCHBI U MPHU3HAHBI COOTBeTCTBYOmUMHu GMP.

AHAJIMTUYECKUE CTAHJIAPTBI: Crannmapt Ha nmpoBeacHue ananuza: TS00011175
Bepcwms: 32

CTATYC: YTBepKACHO .

BBIITYIIEHO YIIOJJHOMOUYEHHbBIM JIMIIOM B [TU®POBOU ®OPME: MARIE CHERUEL

JATA / BPEMS BBIITYCKA: 07/07/2026 16:36:22

GMP ceprudurar EADC: GMP/EAEU/RU/02154-2025

JIoKyMeHT BbI1aH TPOBEPEHHOM KOMITbIOTEPU30BAHHON CUCTEMOM.
DOneKTpOoHHAas MOANKCH SKBUBAICHTA JKUBOH TTOATINCH.

IlepeBon BepeH.

Cnenuanuct no kauectsy OO0 «Cukc Xanckea» Kepu JI.B.
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EB UPSA

CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licence: 2025 282 _1

GMP Certificate Date: 2025 HPF_FR_085 25.09.2025

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: 2025 282 1

NAME OF PRODUCT:
Composition:

FERVEX raspberry adults - Sachets 8 SACHETS - Russia
ASCORBIC ACID 200 MG, PARACETAMOL 500 MG, PHENIRAMINE
MALEATE 25 MG

Marketing Authorization Nr:  LP-N°(009920)-(RG-RU)
Normative Documents: LP-N°(009920)-(RG-RU)-240425

Batch: D9457 SAP Code: 1504273
Quantity: 51,250.00 PC
Date of Manufacture: 28/05/2026 Expiration Date: 04/2029
Sample Number Determinations Methods Acceptance Limits Results
S1D94570001 Organoleptic characters INTERNAL Light pink to light beige Conform
powder. Interspersions with
dark pink are allowed
S2D94570001 Organoleptic characters INTERNAL Light pink to light beige Conform
powder. Interspersions with
dark pink are allowed
S3D94570001 Organoleptic characters INTERNAL Light pink to light beige Conform
powder. Interspersions with
dark pink are allowed
S1D94570001 Average mass INTERNAL 12.112 - 13.388 g 12.702 g
S2D94570001 Average mass INTERNAL 12.112 - 13.388 g 12.691¢g
S3D94570001 Average mass INTERNAL 12.112-13.388 g 12.710g
S1D94570001 Solution 12 % (m/v) : INTERNAL Conform Conform
appearance
S2D94570001 Solution 12 % (m/v) : INTERNAL Conform Conform
appearance
S3D94570001 Solution 12 % (m/v) : INTERNAL Conform Conform
appearance
S1D94570001 pH EP2-2-3 26-34 2.7
S2D94570001 pH EP2-2-3 26-34 2.7
S3D94570001 pH EP2-2-3 26-34 2.8



EB UPSA

CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licence: 2025 282 _1

GMP Certificate Date: 2025 HPF_FR_085 25.09.2025

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: 2025 282 1

NAME OF PRODUCT: FERVEX raspberry adults - Sachets 8 SACHETS - Russia
Composition: ASCORBIC ACID 200 MG, PARACETAMOL 500 MG, PHENIRAMINE

MALEATE 25 MG
Marketing Authorization Nr:  LP-N°(009920)-(RG-RU)

Normative Documents: LP-N°(009920)-(RG-RU)-240425
Batch: D9457 SAP Code: 1504273
Quantity: 51,250.00 PC
Date of Manufacture: 28/05/2026 Expiration Date: 04/2029
Sample Number Determinations Methods Acceptance Limits Results
S1D94570001 Paracetamol identification EP2-2-29 Conform Conform
S2D94570001 Paracetamol identification EP2-2-29 Conform Conform
S3D94570001 Paracetamol identification EP2-2-29 Conform Conform
S1D94570001 Ascorbic acid identification EP2-2-29 Conform Conform
S2D94570001 Ascorbic acid identification EP2-2-29 Conform Conform
S3D94570001 Ascorbic acid identification EP2-2-29 Conform Conform
S1D94570001 Pheniramine maleate EP2-2-29 Conform Conform
identification
S2D94570001 Pheniramine maleate EP2-2-29 Conform Conform
identification
S3D94570001 Pheniramine maleate EP2-2-29 Conform Conform
identification
S1D94570001 Paracetamol assay EP2-2-29 475 - 525 mg/sachet 500 mg/
sachet
S2D94570001 Paracetamol assay EP2-2-29 475 - 525 mg/sachet 493 mg/
sachet
S3D94570001 Paracetamol assay EP2-2-29 475 - 525 mg/sachet 497 mg/
sachet
S1D94570001 Ascorbic acid assay EP2-2-29 186 - 210 mg/sachet 205 mg/

sachet



EB UPSA

CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licence:
GMP Certificate Date:

Name and Address of Quality Control:

Quality Control Licence:

2025 282 1
2025_HPF_FR_085 25.09.2025

2025 282 1

979 avenue Pyrénées - 47520 LE PASSAGE - France

NAME OF PRODUCT:
Composition:

Marketing Authorization Nr:
Normative Documents:
Batch:

Quantity:

Date of Manufacture:

FERVEX raspberry adults - Sachets 8 SACHETS - Russia

ASCORBIC ACID 200 MG, PARACETAMOL 500 MG, PHENIRAMINE

MALEATE 25 MG
LP-N°(009920)-(RG-RU)
LP-N°(009920)-(RG-RU)-240425

D9457 SAP Code: 1504273
51,250.00 PC
28/05/2026 Expiration Date: 04/2029

Sample Number Determinations Methods Acceptance Limits Results
S2D94570001 Ascorbic acid assay EP2-2-29 186 - 210 mg/sachet 200 mg/
sachet
S3D94570001 Ascorbic acid assay EP2-2-29 186 - 210 mg/sachet 202 mg/
sachet
S1D94570001 Pheniramine maleate assay EP2-2-29 22.5 - 27.5 mg/sachet 25.4 mg/
sachet
S2D94570001 Pheniramine maleate assay EP2-2-29 22.5 - 27.5 mg/sachet 25.3 mg/
sachet
S3D94570001 Pheniramine maleate assay EP2-2-29 22.5 - 27.5 mg/sachet 25.3 mg/
sachet
S1D94570001 Content uniformity of EP2-9-40 <=15.0% <15.0%
paracetamol - acceptance value
of 10 units
S2D94570001 Content uniformity of EP2-9-40 <=15.0% <15.0%
paracetamol - acceptance value
of 10 units
S3D94570001 Content uniformity of EP2-9-40 <=15.0% <15.0%
paracetamol - acceptance value
of 10 units
S1D94570001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity)
paracetamol
S2D94570001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity)
paracetamol
S3D94570001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity)
paracetamol
S1D94570001 Content uniformity of ascobic EP2-9-40 <=15.0% <15.0%

acid - acceptance value of 10
units



EB UPSA

CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licence:
GMP Certificate Date:

Name and Address of Quality Control:

Quality Control Licence:

2025 282 1
2025_HPF_FR_085 25.09.2025

2025 282 1

979 avenue Pyrénées - 47520 LE PASSAGE - France

NAME OF PRODUCT:
Composition:

Marketing Authorization Nr:

Normative Documents:
Batch:

Quantity:

Date of Manufacture:

FERVEX raspberry adults - Sachets 8 SACHETS - Russia

ASCORBIC ACID 200 MG, PARACETAMOL 500 MG, PHENIRAMINE

MALEATE 25 MG
LP-N°(009920)-(RG-RU)
LP-N°(009920)-(RG-RU)-240425

D9457 SAP Code: 1504273
51,250.00 PC
28/05/2026 Expiration Date: 04/2029

Sample Number

Determinations

Methods

Acceptance Limits

Results

S2D94570001

S3D94570001

S1D94570001

S2D94570001

S3D94570001

S1D94570001

S2D94570001

S3D94570001

S1D94570001

S2D94570001

S3D94570001

Content uniformity of ascobic
acid - acceptance value of 10
units

Content uniformity of ascobic
acid - acceptance value of 10
units

Uniformity of dosage units
(content uniformity) ascorbic
acid

Uniformity of dosage units
(content uniformity) ascorbic
acid

Uniformity of dosage units
(content uniformity) ascorbic
acid

Content uniformity of
pheniramine maleate -
acceptance value of 10 units

Content uniformity of
pheniramine maleate -
acceptance value of 10 units

Content uniformity of
pheniramine maleate -
acceptance value of 10 units

Uniformity of dosage units
(content uniformity)
pheniramine maleate

Uniformity of dosage units
(content uniformity)
pheniramine maleate

Uniformity of dosage units
(content uniformity)
pheniramine maleate

EP2-9-40

EP2-9-40

EP2-9-40

EP2-9-40

EP2-9-40

EP2-9-40

EP2-9-40

EP2-9-40

EP2-9-40

EP2-9-40

EP2-9-40

<=15.0%

<=15.0%

Conform

Conform

Conform

<=15.0%

<=15.0%

<=15.0%

Conform

Conform

Conform

<15.0%

<15.0%

Conform

Conform

Conform

<15.0%

<15.0%

<15.0%

Conform

Conform

Conform



EB UPSA

CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licence: 2025 282 _1

GMP Certificate Date: 2025 HPF_FR_085 25.09.2025

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: 2025 282 1

NAME OF PRODUCT:
Composition:

FERVEX raspberry adults - Sachets 8 SACHETS - Russia
ASCORBIC ACID 200 MG, PARACETAMOL 500 MG, PHENIRAMINE
MALEATE 25 MG

Marketing Authorization Nr:  LP-N°(009920)-(RG-RU)

Normative Documents: LP-N°(009920)-(RG-RU)-240425

Batch: D9457 SAP Code: 1504273

Quantity: 51,250.00 PC

Date of Manufacture: 28/05/2026 Expiration Date: 04/2029

Sample Number Determinations Methods Acceptance Limits Results

S1D94570001 Packaging control INTERNAL Conform Conform

S2D94570001 Packaging control INTERNAL Conform Conform

S3D94570001 Packaging control INTERNAL Conform Conform

S1D94570002 Total aerobic microbial count EP2-6-12 <= 10 exp4 CFU/g Conform

S2D94570002 Total aerobic microbial count EP2-6-12 <= 10 exp4 CFU/g Conform

S3D94570002 Total aerobic microbial count EP2-6-12 <= 10 exp4 CFU/g Conform

S1D94570002 Total combined yeast and EP2-6-12 <= 10 exp2 CFU/g Conform
moulds count

S2D94570002 Total combined yeast and EP2-6-12 <= 10 exp2 CFU/g Conform
moulds count

S3D94570002 Total combined yeast and EP2-6-12 <= 10 exp2 CFU/g Conform
moulds count

S1D94570002 Bile tolerant gram negative EP2-6-13 <= 10 exp2 CFU/g Conform
bacteria

S2D94570002 Bile tolerant gram negative EP2-6-13 <=10 exp2 CFU/g Conform
bacteria

S3D94570002 Bile tolerant gram negative EP2-6-13 <=10 exp2 CFU/g Conform
bacteria

S1D94570002 Escherichia coli EP2-6-13 Absencelg Conform



EB UPSA

CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licence: 2025 282 1

GMP Certificate Date: 2025 HPF_FR_085 25.09.2025

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: 2025 282 1

NAME OF PRODUCT: FERVEX raspberry adults - Sachets 8 SACHETS - Russia

Composition:

ASCORBIC ACID 200 MG, PARACETAMOL 500 MG, PHENIRAMINE

MALEATE 25 MG

Marketing Authorization Nr:  LP-N°(009920)-(RG-RU)

Normative Documents: LP-N°(009920)-(RG-RU)-240425

Batch: D9457 SAP Code: 1504273
Quantity: 51,250.00 PC

Date of Manufacture: 28/05/2026 Expiration Date: 04/2029

Sample Number Determinations Methods Acceptance Limits Results
S2D94570002 Escherichia coli EP2-6-13 Absencelg Conform
S3D94570002 Escherichia coli EP2-6-13 Absencelg Conform
S1D94570002 Salmonella EP2-6-13 Absence/10g Conform
S2D94570002 Salmonella EP2-6-13 Absence/10g Conform
S3D94570002 Salmonella EP2-6-13 Absence/10g Conform
S1D94570002 Staphylococcus aureus EP2-6-13 Absencelg Conform
S2D94570002 Staphylococcus aureus EP2-6-13 Absencelg Conform
S3D94570002 Staphylococcus aureus EP2-6-13 Absencelg Conform



EB UPSA

CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licence: 2025 282 _1

GMP Certificate Date: 2025 HPF_FR_085 25.09.2025

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: 2025 282 1

NAME OF PRODUCT: FERVEX raspberry adults - Sachets 8 SACHETS - Russia
Composition: ASCORBIC ACID 200 MG, PARACETAMOL 500 MG, PHENIRAMINE

MALEATE 25 MG
Marketing Authorization Nr:  LP-N°(009920)-(RG-RU)

Normative Documents: LP-N°(009920)-(RG-RU)-240425

Batch: D9457 SAP Code: 1504273
Quantity: 51,250.00 PC

Date of Manufacture: 28/05/2026 Expiration Date: 04/2029

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation
of the importing country / product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Analytical References: Testing Standard TS00011175
Version 32

Status Approved
Digitally Released by Qualified Person MARIE CHERUEL
Release Date/Time 07/07/2026 16:36:22

GMP Certificate EAEU : GMP/EAEU/RU/02154-2025

This document is issued by a validated computerized system. The electronic signature is equivalent to a
handwritten signature.



