BnaHk

CEPTU®DIKAT AHATI3Y TA BIANOBIAHOCTI

HA3BA TA AOPECA BUPOEHUKAI/IB:

YIMCA CAC 979, aseHio ge lMipeHe, 47520 m. Jle Macax, ®paHuin
NIUEH3IA HA BUPOBHULUTBO : M 15/198

GMP CEPTUDIKAT: 2021/HPF/FR/78 01.06.2021

CropiHKka 2 i3 6

HA3BA TA APECA KOHTPOMIO AKOCTI: 979, aseHio ae MipeHe, 47520 m. Jle Macax, ®paHuin

NIUEH3IA HA KOHTPOIb AKOCTI: M 15/198

HA3BA NPOAYKTY: ®EPBEKC ANA AOPOCNUX 3 MANMHOBUM CMAKOM, nopoLwoK Ans OpankHoro posyuHy y

KapTOHHI# kopobui NeB8 — Ykpaina

CcKnag: 1 cawe MmicTuTs Napauetamony 500 mr, Ackop6iHoBoi knenoTu (sitamin C) 200 mr, PeHipamidy manearty 25 mr

HOMEP PEECTPALIMHOIO CBIAOUTBA: UA/3128/01/01

D5:-AC

HOMEP CEPII: A2342 CAMN KOA: 1196187
KINbKICTb: 53,050.00 ynakoeok
OATA BUPOBHULTBA: 08/12/2021 CTPOK NPUOATHOCTI: 11/2024
Homep 3paszka  [Moka3Huku MeToam KpuTepii npuiHATHOCTI PesynbTaTth
S1A23420001 lnenTudpikauin napayeramony €d 2-2-29 Bignoeinae Bianoeinae
S2A23420001 loenTudikauia napayeramony €ed 2-2-29 Bignoeinae Binnosinae
S3A23420001 laenTudbikauin napaueramony E® 2-2-29 Bianoeipac Bignogipnae
S1A23420001 lgeHTUikauin ackopbiHoBol €® 2-2-29 Bionosinae Binnosinae
KUCIMOTH
S2A23420001 IaeHTudikauin ackopbinosol €E® 2-2-29 Bignosinae Bignosinae
KMCMOTH
S3A23420001 lpenTudikauin ackopbinosoi €d 2-2-29 Bianosiaac Bignosigae
KMCNOTH
lpeHTuikauin cheHipaminy €d 2-2-29 Binnosigae Bipnosigae
S1A23420001 maneary
InenTrdikauin deHipaminy Bianosinae Bignosinae
S2A23420001 maneary € 2-2-29
lpeHTudikauin denipaminy Binnosinae Bianosinac
S$3A23420001 maneary ED 2-2-29
S1A23420001 KinbkicHe BU3Ha4YeHHA € 2-2-29 475 - 525 mricawe 495 mricawe
napaueramony
$52A23420001 KinbkicHe BU3HaYeHHSA e 2-2-29 475 - 525 mricawe 489 mricawe
napaueramony
S3A23420001 KinkkicHe BU3HaYeHHA ep 2-2-29 475 - 525 mr/cawe 495 mricawe
napauetamony
S1A23420001 KinekicHe Bu3HaueHHsA €D 2-2-29 190 - 210 mricawe 202 mricawe
ackop6iHOBOT KMCNOTH 160 3 o
///\/, i H\‘\\\
S2A23420001 KinbKicHe BU3Ha4YeHHA E®d 2-2-29 Saaia ‘x,‘gﬁg‘%&r{cawe
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LaTa CTBOE
Bnaunk

CEPTUDIKAT AHATNI3Y TA BIAMOBIAHOCTI

HA3BA TA AOPECA BUPOEBHMWKAI/IB:
YICA CAC 979, aBeHto ge lNipexe, 47520 m. Jle Macax, ®paHuis

NILEH3IA HA BAPOEHULTBO : M 15/198

GMP CEPTU®DIKAT: 2021/HPF/FR/78 01.06.2021

HA3BA TA AJPECA KOHTPOIIO AKOCTI: 979, aBeHto ge MipeHe, 47520 m. fle Macax, PpaHuis
NMIUEH3IA HA KOHTPOIb AKOCTI: M 15/198

HA3BA NMPOAOYKTY: ®EPBEKC ANA AOPOCNMX 3 MANTMHOBUM CMAKOM, nopolwok ANA OpanbHOro po3uunHy y
KapToHHIA kopobui Ne8 — YkpaiHa

CKNnAQA: 1 cawe micTuTs MNapauetamony 500 mr, AckopBiHoeoi knenoTw (BiTamid C) 200 mr, PeHipamiHy maneaty 25 Mr
HOMEP PEECTPALIAHOIO CBIAOUTBA: UA/3128/01/01

HOMEP CEPII: A2342 CAN KOA4: 1196187
KINBKICTb: 53,050.00 ynakoBok
OATA BUPOBHULITBA: 08/12/2021 CTPOK NPUOATHOCTI: 11/2024
Homep 3paska BusnadeHHnA Metonm Kputepil NpUAHATHOCTI PesynbTatH
S3A23420001 KinbkicHe BU3HaYeHHs ep 2-2-29

190 - 210 mr/cawe 200 mricawe

ackopbiHoOBOI KUCNOTH

S1A23420001 KinbKicHe BMZHa4YeHHA ed 2-2-29 22,5 - 27,5 mricawe 25,4 mricawe
theHipaminy maneaty

S2A23420001 KinbkicHe BU3HaAYeHHA ed 2-2-29 22,5 - 27,5 mricawe 25,6 mr/cawe
theHipaminy maneary

S3A23420001 KinbKicHe BU3Ha4YeHHRA € 2-2-29 22,5 - 27,5 mricawe 25,5 mricawe
theHipaminy manearty

S1A23420001 OaHOopigHICTL BMICTY E® 2-9-40 <=15,0 % <15,0 %
napaueramony npuamansHe
uucno gna 10 ogMHUUbL

S2A23420001 OOHOPIAHICTE BMICTY €ed 2-9-40 <=15,0 % <15,0 %
napaueramony npuimanbHe
yucno gna 10 oguHMub

S3A23420001 OpHopigHIcTL BMICTY Ed 2-9-40 <=15,0 % <15,0 %
napaueramony npuumManbHe
yucno ans 10 oauHULL

S1A23420001 OpHopigHicTE A030BaHUX €d 2-9-40 Binnoeipae Bignosigae
oauHUUL (OAHOPIAHICTE BMICTY)
napaueramon

S2A23420001 OpHopiaHicTL A030BAHWX €P 2-9-40 Bignosigae ) Bipnosigae
oAMHUUL (OAHOPIAHICTE BMICTY) e
napaueramon

S3A23420001 OAaHOpiaHICTE A030BAHUX €d 2-9-40
oAWHUUL (OOHOPIAHICTE BMICTY)
napaueramon
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BnaHk

CEPTU®DIKAT AHANI3Y TA BIANOBIAHOCTI

HA3BA TA AOPECA BUPOBHWKAI/IB:
YMCA CAC 979, aseHio ae Mipere, 47520 m. Ne Macax, $paHuin

NMILEH3IA HA BUPOBEHULUTBO : M 15/198

GMP CEPTU®IKAT: 2021/HPF/FR/78 01.06.2021

HA3BA TA AOPECA KOHTPOIO AKOCTI: 979, aseHio ae MipeHe, 47520 m. fle Macax, ®paHuis
NIUEH3IA HA KOHTPOIb AKOCTI: M 15/198

HA3BA NMPOOYKTY: ®EPBEKC ONA AOPOCNUX 3 MANTMHOBUM CMAKOM, nopowok 4ns OpansHOro po3dunHy y
KapToHHIA kopobui Ne8 — Ykpaina

CKnag: 1 cawe micTuTe MapaueTamony 500 mr, AckopBiHOBOT kKucnoTu (siTamin C) 200 Mr, ®eHipamiHy maneaty 25 mr
HOMEP PEECTPALIMHOIO CBIOOUTBA: UA/3128/01/01

HOMEP CEPI: A2342 CAN KOA: 1196187
KINTBKICTh: 53,050.00 ynakoBok

OATA BUPOBHULTBA: 08/12/2021 CTPOK NPUOATHOCTI: 11/2024
Homep a3paaka BusHavyeHHRA MeTtoaun Kputepil npUAHATHOCTI PesyneTtatn
S1A23420001 OAHOPOAHICTE BMICTY €D 2-9-40 <=15,0 % <15,0 %

ackopbiHoBOl KMCNOTH
npuiMansHe yucno ana 10
OAMHWUbL
S2A23420001 OQHOPOAHICTE BMICTY €® 2-9-40 <=15,0 % <15,0%
ackopbiHOBOI KMCNIOTH
npuiMansHe Yucno gna 10
OoAVHWUUb
S3A23420001 OpHOPOAHICTE BMICTY €e® 2-9-40 <=15,0 % <15,0 %
ackopBiHOBOI KUCNOTH
npuiatMmansHe yucno ana 10
OOMHULB
S1A23420001 OpHOpiOHICTL A030BAHKUX €d 2-9-40 Bignoeipac Bignoeigae
oauHUUbL (0aHOPIAHICTE BMICTY)
ackopbiHoBa kucnoTa

S2A23420001 OaHOpiaHICTL NO030BAHUX Ed 2-9-40 Bignoeigae Bignoeigae
oauHUUL (0OQHOPIAHICTE BMICTY)
ackopbiHoBa kucnora

S3A23420001 OpHopiaHICTE AO30BAHUX €D 2-9-40 Bignoeigae Bignoeigae
oauHMUb (0AHOPIAHICTE BMICTY)
ackop6iHoBa kucnoTa

S$1A23420001 OQHOPOAHICTL BMICTY €d 2-9-40 <=15,0 % <15,0%
cheHipaminy maneaty
npuAManbHe Yucno gnsa 10
OAuHWUUb

S2A23420001 OAQHOPOAHICTL BMICTY €ed 2-9-40 <=15,0"%
theHipamiHy ManeaTty
npuumaneHe yvcno gna 10
OAWHUUB
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NaTa creopenHs:; 11/01/2022

8-25-40

BnaHk

CEPTUDIKAT AHATI3Y TA BIANOBIOAHOCTI

HA3BA TA AOPECA BUPOBHWKA/IB:
YMCA CAC 979, aBeHto ge MNipeHe, 47520 M. le Macax, ®paHuUinA

NIYEH3IA HA BUPOBHULTBO : M 15/198

GMP CEPTU®IKAT: 2021/HPF/FR/78 01.06.2021

HA3BA TA APECA KOHTPOIMO AKOCTI: 979, aseHto ae MNipeHe, 47520 m. Jle MNacax, $paHuin
NILEH3IA HA KOHTPONb AKOCTI: M 15/198

HA3BA NMPOOYKTY: ®EPBEKC AN AOPOCUX 3 MAJTMHOBMM CMAKOM, nopolwok Ans opantHoro posqnHy y
KapToHHIA kopobui NeB — Ykpaina

cKnan: 1 cawe mictute Mapauetamony 500 mr, AckopGiHoBoi kucnoTu (sitamiH C) 200 Mr, ®eHipaminy maneaty 25 mr
HOMEP PEECTPALIMHOIO CBIOOUTBA: UA/3128/01/01

HOMEP CEPII: A2342 CAI KOA: 1196187
KINBKICTb: 53,050.00 ynakoBoK

DATA BUPOBHULTBA: 08/12/2021 CTPOK NPUOATHOCTI: 11/2024
Homep 3pa3ka BuaHayeHHA MeToaomn KpuTtepii npUAHATHOCTI PeayneraTmn
S3A23420001 OpHOpPOAHICTL BMICTY €e® 2-9-40 <=15,0 % <15,0 %

cenipaminy maneary
npuiManesHe Yucno ana 10
OAMHWLb

S1A23420001 OpaHopigHicTs A030BaHUX ed 2-9-40 Binnoeinae Bianoginae
oguHUUL (ogHOPiAHICTL BMICTY)
cpeHipaminy maneart

S2A23420001 OAHOPIAHICTL A030BAHKUX Ed 2-9-40 Binnoeipae Bignoeignae
oAMHUMUL (oaHOPIQHICTE BMICTY)
theHipamiHy Maneart

S3A23420001 OaHopigHicTE A030BaHKX €® 2-9-40 Bianosinae Bianosinae
oAUHUUL (OQHOPIAHICTE BMICTY)
cpeHipaminy manear

KoHTponk nakyBaHHA BHYTPILLIHIA Bignosinae Bipnoeinae
S1A23420001

KOHTpONb NakyBaHHsA BHYTPIWHIA Bianoeigae Binnosigae
S2A23420001

KoHTpOnbL nakyBaHHsA BHYTPILLHIN Bionoeigae Bianosinae
S3A23420001

3arantHa KinkKicti aepoGHuX €D 2-6-12 < 104 KYOIr He nposoauacs

MiKpoopraHiamis

3a ranena Kiﬂhlﬂc‘!"b nnicHABMX Ta ED 2-6-12 < 102KYOIr He nposoauscs

apixoxoeux rpubis

TonepaHTHi A0 XoBi €D 2-6-13 < 102 KYOIr He nposoauBCs

rpamHeraTuBHi bakrepil

Escherichia Coli e® 2-6-13 BiacyTHicTe/1 r
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Nata creopenHs; 11/01/2022 9:25:40

BnaHk

CEPTU®DIKAT AHANI3Y TA BIANOBIAHOCTI

HA3BA TA AOPECA BUPOBHUKA/IB:

YMCA CAC 979, aseHio ae MipeHe, 47520 m. INe MNacax, PpaHuia

NILYEH3IA HA BUPOEHULTBO : M 15/198

GMP CEPTU®DIKAT: 2021/HPF/FR/78 01.06.2021

HA3BA TA AOPECA KOHTPOIKO AKOCTI: 979, aseHwo ge lMipeHe, 47520 m, fle Macax, dpaHuis
NILEH3IA HA KOHTPOIb AKOCTI: M 15/198

HA3BA NPOAYKTY: ®EPBEKC AMA AOPOCNUX 3 MANUMHOBMM CMAKOM, nopowok ANs OpansHOro posyduHy y
KapTOHHIW kopoBui Ne28 — Ykpaina
CKNnApL: 1 cawe MicTuTs Mapauetamony 500 mr, AckopGiHosoi kucnoTu (sitamin C) 200 Mr, PeHipaminy maneary 25 mr

HOMEP PEECTPALIIMHOIO CBIOOUTBA: UA/3128/01/01

HOMEP CEPII: A2342 CAMN KOA: 1196187

KINbKICTb: 53,050.00 ynakoBok

OATA BUPOBHUUTBA: 08/12/2021 CTPOK NPUOATHOCTI: 11/2024

Homep 3pazka BuaHaueHHA MeToau Kputepii npUAHATHOCTI Pesyneratyn
Staphylococcus aureus e® 2-6-13 BigcyTHicTe/1 r He npoeoguscsa

Uum niaTeepaxyw, WO BulleBkasaHa iHopmauisa € CnpaskHbO i ToyHow. Lis cepin npoaykty ©yna
BUTOTOBMEHA, BKMIOYAIOUU YNAKOBKY | KOHTPOMb AKOCTI Ha BULLE 3rafaHiil AinbHWUI B NOBHINA BignoeigHocTi 3
BuUMoramm GMP MicCUEBOro perynioloHoro opraHy Ta 3i cneuudikauielo peecTpayiHoro csigoursa kpaiHu
imnopTepal/daiiny cneuudikauii NpoAyKTy ANA AOCRIAXYBaHUX NiKapCbKux 3acobie cneundikauii iMnopTy
npoaykTy dpaitn ans AocnidkysaHuMm supobis MegnyHoro NpusHaYeHHs. OBpobka cepil, NakyBaHHA Ta aHani3
3anucie i BCTaHoBneHo, Lo signoeigHo ao GMP.

AHaniTMYHI NOCUNAHHA: CranaapT TeCTyBaHHA TS00011175
Bepcin 27

Crartyc 3areepaxeHo

EnexkTpoHHO BunyuweHo KLOTZ Celia

YnosHoBaxeHoto Ocoboio

[ata Peniza/Yac 10/01 /2022, 17:40:34

TECT HA YNCTOTY: KOHTPONbL TECTOBOMO NapameTpy He PyTUHHWA

MIKPOBIONOTIYHA YACTOTA: KOHTPOME TECTOBOrO NapameTpy BUKOHYETLCA ABA Pa3u Ha pik
Bunyck cepii 3aificHI0ETsCA Ha BupoBHuuii ainsHui: YIICA CAC, 979, aseHto ae MipeHe, 47520 Ne Macax, PpaHuid
NiueHsia Ha BupobHULTEO: Byab Nacka, 3BepPHITLCA A0 AaHWUX, 3a3HaYeHKUX B 3aronoBky cepmcbueg.g __““?&:

*mmﬂm &0‘ »55‘9
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8’3 UPSA

Creation date: 11/01/2022 9:25:40
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 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 FOR ADULTS WITH RASPBERRY - POWDER FOR ORAL

SOLUTION in sachet and carton box N° 8 - Ukraine
Composition: 1 sachet contains Paracetamol 500 mg, Ascorbic acid (Vitamin C) 200
mg,Pheniramine maleate 25 mg

Marketing Authorization Nr:  UA/3128/01/01

Batch: A2342 SAP Code: 1196187

Quantity: 53,050.00 PC

Date of Manufacture: 08/12/2021 Expiration Date: 11/2024

Sample Number Determinations Methods Acceptance Limits Results

S1A23420001 Organoleptic characters INTERNAL Granulated powder, light Conform
pink to light beige colour

S2A23420001 Organoleptic characters INTERNAL Granulated powder, light ~ Conform
pink to light beige colour

S3A23420001 Organoleptic characters INTERNAL Granulated powder, light ~ Conform
pink to light beige colour

S1A23420001 Average mass INTERNAL 12.112-13.388g¢g 12.839g

S2A23420001 Average mass INTERNAL 12.112-13.388 g 12.833 g

S3A23420001 Average mass INTERNAL 12.112-13.388 ¢ 12.818g

S1A23420001 pH EP2-2-3 26-34 2.7

S2A23420001 pH EP2-2-3 26-34 2.8

S3A23420001 pH EP2-2-3 26-34 2.8

S1A23420001 Paracetamol identification EP2-2-29

S2A23420001 Paracetamol identification EP2-2-29

S3A23420001 Paracetamol identification EP2-2-29

S1A23420001 Ascorbic acid identification EP2-2-29




EB UPSA

Page 2 of 6

Creation date: 11/01/2022 9:25:40

CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATORéS /| MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 4752

Manufacturing Licence:
GMP Certificate Date:

Name and Address of Quality Control:

Quality Control Licence:

M 15/198

2021/HPF/FR/78 01.06.2021
979 avenue Pyrénées - 47520 LE PASSAGE - France

M 15/198

LE PASSAGE - France

NAME OF PRODUCT:

FERVEX FOR ADULTS WITH RASPBERRY - POWDER FOR ORAL

Composition:

SOLUTION in sachet and carton box N° 8 - Ukraine
1 sachet contains Paracetamol 500 mg, Ascorbic acid (Vitamin C) 200

mg,Pheniramine maleate 25 mg

Marketing Authorization Nr:  UA/3128/01/01
Batch: A2342 SAP Code: 1196187
Quantity: 53,050.00 PC
Date of Manufacture: 08/12/2021 Expiration Date: 11/2024
Sample Number Determinations Methods Acceptance Limits Results
S2A23420001 Ascorbic acid identification EP2-2-29 Conform Conform
S3A23420001 Ascorbic acid identification EP2-2-29 Conform Conform
S1A23420001 Pheniramine maleate EP2-2-29 Conform Conform
identification
S2A23420001 Pheniramine maleate EP2-2-29 Conform Conform
identification
S3A23420001 Pheniramine maleate EP2-2-29 Conform Conform
identification
S1A23420001 Paracetamol assay EP2-2-29 475 - 525 mg/sachet 495 mg/
sachet
S2A23420001 Paracetamol assay EP2-2-29 475 - 525 mg/sachet 489 mg/
sachet
S3A23420001 Paracetamol assay EP2-2-29 475 - 525 mg/sachet 495 mg/
sachet
S1A23420001 Ascorbic acid assay EP2-2-29 190 - 210 mg/sachet 202 mg/
sachet
S2A23420001 Ascorbic acid assay EP2-2-29 190 - 210 malsacimet—
- 188 3 py ';\sachet
S3A23420001 Ascorbic acid assay EP2-2-29
S1A23420001 Pheniramine maleate assay EP2-2-29
S2A23420001 Pheniramine maleate assay EP2-2-29
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Ul SA Creation date: 11/01/2022 9:25:40

CERTIFICATE OF ANALYSIS AND COMPLIANCE

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

Manufacturing Licence: M 15/198

GMP Certificate Date: 2021/HPF/FR/78 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 FOR ADULTS WITH RASPBERRY - POWDER FOR ORAL
SOLUTION in sachet and carton box N° 8 - Ukraine

Composition: 1 sachet contains Paracetamol 500 mg, Ascorbic acid (Vitamin C) 200

mg,Pheniramine maleate 25 mg
Marketing Authorization Nr:  UA/3128/01/01

Batch: A2342 SAP Code: 1196187

Quantity: 53,050.00 PC

Date of Manufacture: 08/12/2021 Expiration Date: 11/2024

Sample Number Determinations Methods Acceptance Limits Results
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 Absencel1g Skip Test
Salmonella EP2-6-13 Absence/10g Skip Test

Staphylococcus aureus EP2-6-13 Absencel/1g Skip Test
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/ \ Creation date: 11/01/2022 9:25:40

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 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 FOR ADULTS WITH RASPBERRY - POWDER FOR ORAL
SOLUTION in sachet and carton box N° 8 - Ukraine

Composition: 1 sachet contains Paracetamol 500 mg, Ascorbic acid (Vitamin C) 200

mg,Pheniramine maleate 25 mg
Marketing Authorization Nr: UA/3128/01/01

Batch: A2342 SAP Code: 1196187
Quantity: 53,050.00 PC
Date of Manufacture: 08/12/2021 Expiration Date: 11/2024
Sample Number Determinations Methods Acceptance Limits Results
S3A23420001 Pheniramine maleate assay EP2-2-29 22.5 - 27.5 mg/sachet 25.5 mg/
sachet
S1A23420001 Content uniformity of EP2-9-40 <=15.0 % <15.0 %
paracetamol - acceptance value
of 10 units
S2A23420001 Content uniformity of EP2-9-40 <=15.0 % <15.0 %
paracetamol - acceptance value
of 10 units
S3A23420001 Content uniformity of EP2-9-40 <=15.0 % <15.0 %
paracetamol - acceptance value
of 10 units
S1A23420001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity)
paracetamol
S2A23420001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity)
paracetamol
S3A23420001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity)
paracetamol
S1A23420001 Content uniformity of ascobic EP2-9-40 <=15.0 % <15.0 %
acid - acceptance value of 10
units
S2A23420001 Content uniformity of ascobic EP2-9-40 15.0 %
acid - acceptance value of 10
units
S3A23420001 Content uniformity of ascobic EP2-9-40 .0 %
acid - acceptance value of 10
units \ = - o
S1A23420001 Uniformity of dosage units EP2-9-40 : gnian e TIR4%0gd] /Gpnform

(content uniformity) ascorbic
acid
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Oata CTBOPEHHSA! 2022

BnaHk

CEPTU®IKAT AHANI3Y TA BIANOBIAHOCTI

HA3BA TA AOPECA BUPOBHWKA/IB:

YIMCA CAC 979, aseHio ae MNipeHe, 47520 m. Ne Macax, ®paHuinA

NIUEH3IA HA BUPOBHMLUTBO : M 15/198

GMP CEPTU®IKAT: 2021/HPF/FR/78 01.06.2021

HA3BA TA AOPECA KOHTPOIO AKOCTI: 979, asenio ge MipeHe, 47520 M. lle MNacax, ®paHuis
NILYEH3IA HA KOHTPOJ1b AKOCTI: M 15/198

HA3BA NPOOYKTY: ®EPBEKC ONfA JOPOCNUX 3 MATTMHOBUM CMAKOM, nopowok ANA opansHoro poa4uHy y
KapToHHiK kopobui Ne8 = YkpaiHa

CKNnAQO: 1 cawe MicTuTe Mapauetamony 500 mr, AckopGiHoeoi kucnoTu (sitamin C) 200 mr, Petipaminy maneaty 25 mr
HOMEP PEECTPALIMHOIO CBIQOUTBA: UA/3128/01/01

HOMEP CEPII: A2342 CAN KOAO: 1196187

KINBKICTh: 53,050.00 ynakoBok

OATA BUPOBHULUTBA: 08/12/2021 CTPOK NPUOATHOCTI: 11/2024

Homep zpazka MoKasHUKK Metoau Kputepii npuRHATHOCTI PesynbsTaTtn

S1A23420001  OpraHonenTwui xapaktepuctiku BHYTPILIHIA ';f: 2‘;‘,’;;?;::";:::?:‘:" Bignosigac
cBiTno-6exeBoro KONbLOpY

S2A23420001 OpraHonenTUYHI XapaKTepUCTUKK BHYTPILLUHIA ;Ergg;;‘ﬁ::;‘;::&ozfx' Binnosigac
CBiTNO-6eXeBOro KoNLopy

S3A23420001 OpraHonenTHYHi XapakTepucTukn  BHYTPILHIA :ﬁgﬁ;ﬁ:g:‘;:‘f&o::x’ Bignosigae
cBiTno-6exeBOro KoNnbopy

S1A23420001 CepeaHnn maca BHYTPILHIWA 12,112 -13,388 r 12,8391

S2A23420001 CepeaHna maca BHYTPIWHIA 12,112 -13,388r 12,833 r

S3A23420001 CepepnHa maca BHYTPILWHIA 12,112 -13,388 r 12,818 r

S1A23420001 pH €D 2-2-3 26-34 2,7

S52A23420001 pH €d 2-2-3 26-34 2,8

S3A23420001 pH €d 2-2-3 26-34 2,8
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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 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 FOR ADULTS WITH RASPBERRY - POWDER FOR ORAL
SOLUTION in sachet and carton box N° 8 - Ukraine

Composition: 1 sachet contains Paracetamol 500 mg, Ascorbic acid (Vitamin C) 200

mg,Pheniramine maleate 25 mg
Marketing Authorization Nr: UA/3128/01/01

Batch: A2342 SAP Code: 1196187

Quantity: 53,050.00 PC

Date of Manufacture: 08/12/2021 Expiration Date: 11/2024

Sample Number Determinations Methods Acceptance Limits Results

S2A23420001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity) ascorbic
acid

S3A23420001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity) ascorbic
acid

S1A23420001 Content uniformity of EP2-9-40 <=15.0% <15.0 %

pheniramine maleate -
acceptance value of 10 units
S2A23420001 Content uniformity of EP2-9-40 <=15.0 % <15.0%
pheniramine maleate -
acceptance value of 10 units
S3A23420001 Content uniformity of EP2-9-40 <=15.0 % <15.0%
pheniramine maleate -
acceptance value of 10 units
S1A23420001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity)
pheniramine maleate
S2A23420001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity)
pheniramine maleate
S3A23420001 Uniformity of dosage units EP2-9-40 Conform Conform
(content uniformity) o
pheniramine maleate

S1A23420001 Packaging control INTERNAL
S2A23420001 Packaging control INTERNAL

S$3A23420001 Packaging control INTERNAL
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CERTIFICATE OF ANALYSIS AND COMPLIANCE

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

Manufacturing Licence: M 15/198

GMP Certificate Date: 2021/HPF/FR/78 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 FOR ADULTS WITH RASPBERRY - POWDER FOR ORAL
SOLUTION in sachet and carton box N° 8 - Ukraine

Composition: 1 sachet contains Paracetamol 500 mg, Ascorbic acid (Vitamin C) 200

mg,Pheniramine maleate 25 mg
Marketing Authorization Nr:  UA/3128/01/01

Batch: A2342 SAP Code: 1196187
Quantity: 53,050.00 PC
Date of Manufacture: 08/12/2021 Expiration Date: 11/2024

| 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 27
Status Approved
Digitally Released by Qualified Person KLOTZ Célia
Release Date/Time 10/01/2022 17:40:34

PURITY TEST : control of the test parameter is not routine

MICROBIAL CONTAMINATION : control of the test parameter is conducted twice per year

Batch release is performed at the manufacturing site : UPSA SAS, 979, avenue des Pyrenees, 47520 Le
Passage, France,

Manufacturing Licence : please refer to data indicated on the header of the CoA

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