(3 upsa

CEPTUO®UKAT AHAJIM3A 1 COOTBETCTBUA

UMS U AJIPEC 3T OTOBUTEJIS(E) / TIPOU3BOUTEJISI(EN):
VIICA CAC 979 npocn. [Tupenen - 47520 JIE ITACCAXK — Opannus
Jluniensust Ha mpon3BoaACcTBO: M 15/198

Ceptuduxar GMP: 2021/HPF/FR/78 P 2024 01.06.2021

Nms u agpec KOMIaHUU, OCYIECTBIAIONMIEH KOHTPOb KauecTBa: 979 npocr. [upenen - 47520 JIE ITACCAX

— @paHnus

Jlutien3us Ha MpoBeIeHNE KOHTPOJIT kadecTBa: M 15/198

HAUMEHOBAHUE ITPOIYKTA: ®epBekc®, HOPOLIOK sl IPUTOTOBIEHHUS PACTBOPA VIS TIPUEMA BHYTPb
[TuMonHBIH ¢ caxapoMm], (makeTuk) X 8 — POCCHUS

COCTAB: ackop6unoBas kucnora 200 mr, mapaueramon 500 mr, peHnpamuHa maneat 25 Mr

HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHUMA: 11 N015947/01 ot 25.08.2009 (niepeodopmiieHo

16.07.2024)

HOPMATUBHAA JOKYMEHTALIA: ITN015947/01-16072024
HOMEP CEPUN: B9367
KOJIMYECTBO: 18 350.00 it

JATA ITPOU3BOACTBA: 10/06/2025

Howmep
oOpasia

S1B93670001

S1B93670001
S1B93670001

S1B93670001
S1B93670001
S1B93670001

S1B93670001

S1B93670001

S1B93670001

S1B93670001

S1B93670001

Ompenenenus

OpraHnonenTruuecKue
XapaKTePUCTUKU
oOpaszerg

Cpenusis Macca
oOpa3zery

PactBop 13% (M/00):
BHEIIHUM BUJT

pH

IlogmuHHOCTE
napareraMmosna
IlogmuHHOCTE
ACKOPOMHOBOM
KHCJIOTBI
IlogmuHHOCTE
(deHnpamMuHa ManeaTa

KonmuectBennoe
OTIpe/ICIICHIE
mapareramMmorsa
KonmuectBennoe
oTpe/ieTIeHHe
ACKOPOMHOBOM
KHCIIOTHI
KonuuectBeHHOE
OTIpEJICIICHIEC
(eHupaMrHa mManeaTa
OnHOpPOAHOCTH
COJIEpIKAHUS
rapareTamMmosa—
KpuTepui
npuemnemoctu st 10
CIMHUII

MeTtoapl

BHYTPECHHUIU

BHYTPECHHUM

BHYTPECHHHI

PE2-2-3
PE2-2-29
PE2-2-29

PE2-2-29

PE2-2-29

PE2-2-29

PE2-2-29

PE2-9-40

KOJI SAP: 1259166
CPOK I'OJTHOCTH: 05/2028

Honycrtumsle npenensl

ITopomok cetino-
0EeXeBOro LBETA.

Homyckarorcst BKparjieHus

KOPUYHEBOTO [BETA
12.45-13.76r

CoOTBETCTBYET

26-34
CooTtBeTcTBYyET

CooTBeTcTBYyET

CooTtBeTcTBYyET

475 - 525 mr/came

184 - 210 mr/came

22.5 -27.5 mr/came

<=15.0 %

Pe3ynbTaTel

CooTBeTcTBYyET

1291r

CooTBeTCTBYET

2.7
CootBeTcTBYET

CootBeTcTBYET

CootBeTcTBYET

499 mr/came

201 mr/came

25.5 mr/came

<15.0 %
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CEPTUO®UKAT AHAJIM3A 1 COOTBETCTBUA

UM U AIPEC U3TOTOBUTEJISA(EN) / TIPOU3BOAUTEJIA(EN):

VIICA CAC 979 npocn. [Tupenen - 47520 JIE ITACCAXK — Opannus

Jluniensust Ha mpon3BoaACcTBO: M 15/198

Ceptuduxar GMP: 2021/HPF/FR/78 P 2024 01.06.2021

Nms u agpec KOMIaHUU, OCYIECTBIAIONMIEH KOHTPOb KauecTBa: 979 npocr. [upenen - 47520 JIE ITACCAX
— @paHnus

Jlutien3us Ha MpoBeIeHNE KOHTPOJIT kadecTBa: M 15/198

HAUMEHOBAHUE ITPOIYKTA: ®epBekc®, HOPOLIOK sl IPUTOTOBIEHHUS PACTBOPA VIS TIPUEMA BHYTPb
[TuMonHBIH ¢ caxapoMm], (makeTuk) X 8 — POCCHUS

COCTAB: ackop6unoBas kucnora 200 mr, mapaueramon 500 mr, peHnpamuHa maneat 25 Mr

HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHUMA: 11 N015947/01 ot 25.08.2009 (niepeodopmiieHo

16.07.2024)

HOPMATUBHAA JOKYMEHTALIA: ITN015947/01-16072024
HOMEP CEPUN: B9367
KOJIMYECTBO: 18 350.00 it

JATA ITPOU3BOACTBA: 10/06/2025

KOJI SAP: 1259166

CPOK I'OJHOCTMU: 05/2028

Howmep Onpenenenus Meronbl Honycrtumsle npenensl Pesynbrarsl

oOpasia

S1B93670001  OnHOpOAHOCTH PE2-9-40 CooTBeTCTBYyET CooTBeTcTBYyET
coJIepKaHus:
napaneTaMmo

S1B93670001  OmHOpOIHOCTH PE2-9-40 <=15.0% <15.0 %
coJiepKaHus
ACKOPOMHOBOM
KHUCIIOTBI — KpUTEpU
npuemiemoctu Jyist 10
e/IMHUII

S1B93670001 OnHOpOAHOCTH PE2-9-40 CooTtBeTcTBYyET CootBeTcTBYET
COJepIKaHUSL:
aCKOpOMHOBAasI
KHCJIOTa

S1B93670001  OnHOpogHOCTH PE2-9-40 <=15.0% <15.0 %
coJiepKaHus
(deHnpamMuHa ManeaTa
— KpuTepuit
npuemiemocty s 10
e/IMHUII

S1B93670001 OnHOpOAHOCTH PE2-9-40 CooTBeTcTBYyET CootBeTcTBYET
COJIepIKaHUSL:
(deHnpamuHa ManeaTa

S1B93670001  KoHTpoab ynakoBKH BHYTpPEHHUI CooTBeTcTBYyET CootBeTrcTBYET
OO0111ee yucio PE2-6-12 <=10* KOE/r Tect He
a’pOOHBIX OaKTEPHit TIPOBOTUIICS
OOuee 9ncio PE2-6-12 <=10*KOE/r Tecr He
JPOOKEBBIX U MIPOBOAMIICS
MJIECHEBBIX TPHOOB
DHTepoOaKTEPUii, PE2-6-13 <=10? KOE/r Tecr ne
YCTOMYMBBIX K )KETUU MIPOBOAMIICS
Escherichia coli PE2-6-13 OtcytctBue/1 T Tect HE

MIPOBOAMIICS
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CEPTUO®UKAT AHAJIM3A 1 COOTBETCTBUA

UM U AIPEC U3TOTOBUTEJISA(EN) / TIPOU3BOAUTEJIA(EN):

VIICA CAC 979 npocn. [Tupenen - 47520 JIE ITACCAXK — Opannus

Jluniensust Ha mpon3BoaACcTBO: M 15/198

Ceptuduxar GMP: 2021/HPF/FR/78 P 2024 01.06.2021

Nms u agpec KOMIaHUU, OCYIECTBIAIONMIEH KOHTPOb KauecTBa: 979 npocr. [upenen - 47520 JIE ITACCAX
— @paHnus

Jlutien3us Ha MpoBeIeHNE KOHTPOJIT kadecTBa: M 15/198

HAUMEHOBAHUE ITPOIYKTA: ®epBekc®, HOPOLIOK sl IPUTOTOBIEHHUS PACTBOPA VIS TIPUEMA BHYTPb
[TuMonHBIH ¢ caxapoMm], (makeTuk) X 8 — POCCHUS

COCTAB: ackop6unoBas kucnora 200 mr, mapaueramon 500 mr, peHnpamuHa maneat 25 Mr

HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHUMA: 11 N015947/01 ot 25.08.2009 (niepeodopmiieHo

16.07.2024)
HOPMATUBHAA JOKYMEHTALIA: ITN015947/01-16072024
HOMEP CEPUN: B9367 KO/ SAP: 1259166
KOJIMYECTBO: 18 350.00 T
JATA ITPOU3BOACTBA: 10/06/2025 CPOK I'OJHOCTMU: 05/2028
Howmep Onpenenenus Meronbl Honycrtumsle npenensl Pesynbrarsl
oOpasia
Salmonella spp PE2-6-13 OrcyrcrBue/10 T Tect HE
MIPOBOAMJIICS
Staphylococcus aureus PE2-6-13 OtcyrctBue/l T Tect He
MIPOBOAMIICS
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CEPTUO®UKAT AHAJIM3A 1 COOTBETCTBUA

UM U AIPEC U3TOTOBUTEJISA(EN) / TIPOU3BOAUTEJIA(EN):

VIICA CAC 979 npocn. [Tupenen - 47520 JIE ITACCAXK — Opannus

Jluniensust Ha mpon3BoaACcTBO: M 15/198

Ceptuduxar GMP: 2021/HPF/FR/78 P 2024 01.06.2021

Nms u agpec KOMIaHUU, OCYIECTBIAIONMIEH KOHTPOb KauecTBa: 979 npocr. [upenen - 47520 JIE ITACCAX
— @paHnus

Jlutien3us Ha MpoBeIeHNE KOHTPOJIT kadecTBa: M 15/198

HAUMEHOBAHUE ITPOIYKTA: ®epBekc®, HOPOLIOK sl IPUTOTOBIEHHUS PACTBOPA VIS TIPUEMA BHYTPb
[TuMonHBIH ¢ caxapoMm], (makeTuk) X 8 — POCCHUS

COCTAB: ackop6unoBas kucnora 200 mr, mapaueramon 500 mr, peHnpamuHa maneat 25 Mr

HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHUMA: 11 N015947/01 ot 25.08.2009 (niepeodopmiieHo

16.07.2024)

HOPMATUBHAA JOKYMEHTALIA: ITN015947/01-16072024

HOMEP CEPUN: B9367 KOJ SAP: 1259166

KOJIMYECTBO: 18 350.00 it

JATA ITPOU3BOACTBA: 10/06/2025 CPOK I'OJHOCTMU: 05/2028
Howmep Onpenenenus Meronbl Honycrtumsle npenensl Pesynbrarsl
oOpasia

Hacrosimum s1 moaTBepKIalo, YTO IMPHUBEJCHHAS BBINIC WHPOPMALUS SBISETCS JOCTOBEPHOM M TOYHOM.
Jannas maptust npoxykTa Obljla M3rOTOBJIEHA / MPOU3BEACHA, BKJIIOYAs KOHTPOJIb IPOLECCa YHNAKOBKH H
KOHTPOJIb KadecTBa HA BBIMIEYNOMAHYTOM(BIX) OOBEKTe(ax) B TOJIHOM COOTBETCTBHH C TpPeOOBaHUAMHU
Hajexameil npousBoacTBeHHON nmpakTuku (GMP) Oprana rocyapcTBEHHOTO peTryJIMPOBaHUS U KOHTPOJIA U
B COOTBETCTBUH CO crieu(uKanusiMu PerucTpallmoOHHOTO YIOCTOBEPEHHUSI CTpaHBI-UMIIOpTepa / J0Che Ha
JIEKapCTBEHHOE CPEACTBO MJIsl TPENapaToB, HCIOJIb3YEMBIX B paMKax KIMHUYECKOTO HCCICIOBAHUS.
[TpoTokomnbl 00pabOTKH, YIIAKOBKH W aHANIN3a ObLTH H3Y4eHBI U IPU3HAHBI COOTBETCTBYOmUMH GMP.

AHAJIMTUYECKHUE CTAHIAPTHI: Cranpapt Ha npoBeaeHue ananuza: TS00011166
Bepcus: 35

CTATYVYC: YTBepxKACHO .

BBIITYIIEHO YIIOJIHOMOYEHHBIM JIMIIOM B LIU®POBOU ®OPME: Lea RENUY

JATA / BPEM BBIITYCKA: 16/07/2025 17:44:03

GMP ceprudurar EADC: GMP/EAEU/RU/00689-2022

JIoOKyMeHT BbIZJaH IPOBEPEHHOIN KOMITBIOTEPU30BAHHON CUCTEMOM.
DneKTpOHHAas MOANKCH SKBUBAJIEHTA JKUBOH MOATNCH.

IIepeBon BepeH.

Crapmmit ciermmanuct o kagectsy OO0 «Cuxc Xanckea» Anapeesa E.A.
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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:

GMP Certificate Date:

Name and Address of Quality Control:
Quality Control Licence:

M 15/198
2021/HPF/FR/78_P_2024 01.06.2021

M 15/198

979 avenue Pyrénées - 47520 LE PASSAGE - France

NAME OF PRODUCT:
Composition:

Marketing Authorization Nr:

Normative Documents:
Batch:

Quantity:

Date of Manufacture:

FERVEX adults - Sachets 8 SACHETS - Russia

ASCORBIC ACID 200 MG, PARACETAMOL 500 MG, PHENIRAMINE

MALEATE 25 MG
P N015947/01 from 25.08.2009 (reissued 16.07.2024)
P N015947/01-16072024

B9367 SAP Code: 1259166
18,350.00 PC
10/06/2025 Expiration Date: 05/2028

Sample Number Determinations Methods Acceptance Limits Results
S1B93670001 Organoleptic characters INTERNAL Powder, light beige colour. Conform
The including of some
brown particles is allowed
S1B93670001 Average mass INTERNAL 12.45-13.76 g 1291¢g
S1B93670001 Solution 13 % (m/v) : INTERNAL Conform Conform
appearance
S1B93670001 pH EP2-2-3 2.6-34 2.7
S1B93670001 Paracetamol identification EP2-2-29 Conform Conform
S1B93670001 Ascorbic acid identification EP2-2-29 Conform Conform
S1B93670001 Pheniramine maleate EP2-2-29 Conform Conform
identification
S1B93670001 Paracetamol assay EP2-2-29 475 - 525 mg/sachet 499 mg/
sachet
S1B93670001 Ascorbic acid assay EP2-2-29 184 - 210 mg/sachet 201 mg/
sachet
S1B93670001 Pheniramine maleate assay EP2-2-29 22.5 - 27.5 mg/sachet 25.5 mg/
sachet
S1B93670001 Content uniformity of EP2-9-40 <=15.0% <15.0%
paracetamol - acceptance value
of 10 units
S1B93670001 Uniformity of dosage units EP2-9-40 Conform Conform

(content uniformity)
paracetamol



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: M 15/198

GMP Certificate Date: 2021/HPF/FR/78_P_2024 01.06.2021

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: M 15/198

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

Composition: ASCORBIC ACID 200 MG, PARACETAMOL 500 MG, PHENIRAMINE

MALEATE 25 MG
Marketing Authorization Nr: P N015947/01 from 25.08.2009 (reissued 16.07.2024)

Normative Documents: P N015947/01-16072024

Batch: B9367 SAP Code: 1259166

Quantity: 18,350.00 PC

Date of Manufacture: 10/06/2025 Expiration Date: 05/2028

Sample Number Determinations Methods Acceptance Limits Results

S1B93670001 Content uniformity of ascobic EP2-9-40 <=15.0% <15.0%
acid - acceptance value of 10
units

S1B93670001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity) ascorbic
acid

S1B93670001 Content uniformity of EP2-9-40 <=15.0% <15.0%

pheniramine maleate -
acceptance value of 10 units

S1B93670001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity)
pheniramine maleate

S1B93670001 Packaging control INTERNAL Conform Conform

Total aerobic microbial count EP2-6-12 <= 10 exp4 CFU/g Skip Test
Total combined yeast and EP2-6-12 <= 10 exp2 CFU/g Skip Test
moulds count

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

Escherichia coli EP2-6-13 Absence/lg Skip Test
Salmonella EP2-6-13 Absence/10g Skip Test

Staphylococcus aureus EP2-6-13 Absence/lg Skip Test



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: M 15/198

GMP Certificate Date: 2021/HPF/FR/78_P_2024 01.06.2021

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: M 15/198

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

Composition: ASCORBIC ACID 200 MG, PARACETAMOL 500 MG, PHENIRAMINE

MALEATE 25 MG
Marketing Authorization Nr: P N015947/01 from 25.08.2009 (reissued 16.07.2024)

Normative Documents: P N015947/01-16072024

Batch: B9367 SAP Code: 1259166
Quantity: 18,350.00 PC

Date of Manufacture: 10/06/2025 Expiration Date: 05/2028

| 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 TS00011166
Version 35
Status Approved
Digitally Released by Qualified Person Léa RENUY
Release Date/Time 16/07/2025 17:44:03

GMP Certificate EAEU : GMP/EAEU/RU/00689-2022

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



