Labialfarma

Ferraz Group

CEPTUDIKAT AKOCTI

MpoaykT : BetapriH (YKpaiHa) opanbHUiA po3umH B Kopobui Nel0

dapmauesTuHa popma: opasbHUIN PO3UMH

Po3mip cepii: 17845 oanHuupb

MepBUHHUIA KOHTEWHEP: NUTHI amnyau 10mn

BropuHHUI1 KOHTEUHep: Kopo6Ka Nel0

Tect

Onuc

B'asKicTb

pH

[o3osaHunii obear

lpeHTudikauia berainy
laeHTUdIKaLia apreHiny uuTpat
3aranbHa KinbKictb aepobis
3aranbHa KinbKicTe rpubis Ta gpixoXKis
KYO/mn

HoByocTiliKi rpamHeraTtusHi bakrepii
Ewepixia koni

Cradinokokyc aypeyc

CanbmoHenna

Knoctpigia nepdpiHrenc

MpumiTtra:

JaTta aHanizy :29.05.2024

MiacyMKOBMIA 3BIT: NapTia 3aTBepAKeHa

sy

Cneuudikauin

BOAHWIA, HaNiBNPO3CPUI POsKeBUIA
PO34YMH XapaKTepHWI cMakK i apomaT

He Binblwe Hix 100 cP
3.0-4.8

10.0-10.50 mn

90-110%

90-110%

He Binbwe Hix 10000 KYO/mn
He Binbwe Hix 100 KYO/mn
He Binbue Hixx 100 KYO/mn
BiACYTHA/MN

BiACYyTHA/MA
giacyTHa,/10mn

BigcyTHa/mn

Ne017739

%&%9{1?3 061

a 'UH A, "ﬂ___w

PesynbTar

Bianosigae

84 cP
4.3
10.20 mn
110 %
99 %
<10 KYO/mn
90 KYO/mn
<10 KYO/mn
BignoBigae
BiAnNoBiaae
Bianosipac

BiANOBiAaE

KepiBHWK KOHTPONK AKOCTI
Cangpa Coyca 04/06/2024




%@&@@ aifarme CERTIFICATE OF ANALYSIS N°

Ferraz Group C17738
Product: Betargin {Ukraine) Oral Solution Box 10 Code:  05L0703061
Client: Vorwarts Pharma,SIA
Pharmaceutical Form: Cral Solution Batch: 24002187
Batch size: 17,845.000 EA Manufacturing date: May - 2024
Primary Container: Drinkable Ampoules 10mi Expiry date: May- 2027
Secondary Container: Box 10

 Tes _  Results
Desscription Aqueous, translucent, pink solution, - Complies
characteristic flavor and aroma

pH 3.0-48 g 4.3
Viscosity Not more than 100 cP 84 cP
Betaine assay 80 -110 % 110 %
Arginine Citrate Assay 90 - 110 % A 89 %
Dispensed Volume 10.00-10.50mi §< 10.20 mi
Total Aerobic Microbial Count Not more than 109‘%;}- Ry <10 CFU/mI
Total combined yeast/molds count Not more than 100 C.: it . > 90 CFU/mi
Bile-tolerant gram-negative bacteria Not more than 100 CFUI%@;‘,‘W <10 CFU/MmI
Escherichla coli Absence/mi B Complies
Staphylococcus aureus Absence/mi Complias
Salmonella Absence/10m! Complies
Clostridium perfringens -Absence/mi_ Complies
Observations: -
Analysis Date 2024!05!29

Final report: The baich is approved 1 o - R

. i’ g Lemdnt WL,

Sandra Sousa
{ Supervisora CQ/ QT Supervisor )

. 3450-338 - Felgueira, Sobrai-MRT Portugsl

cio 1 &
231 227 530 - Fax: (351) 231 02 91 55 - qorel@isbinliarma com



Labialfarma

Fetrvaz Group

CEPTUDIKAT AKOCTI

MpogykT : Berapriu (YkpaiHa) opanbHuii posuun B kopobui Na10

PapmaLiesTUiHa GopMa: OpanbHKi PO3YWH

Posmip cepii: 8865 oguHMub

MepBuHHMIA KOHTelHep: NUTHI amnynn 10mn

BTopuHHMIA KOHTeRHep: Kopobra Nell

Tecr

Onue

pH

B'AzkicTt

laeHTudikauin GetaiHy
lagHTUdIKaLiR aprediny uuTpar
Jo3osanuii obecar

3aranoHa KinbRicTb aepobis
3aranbHa KifbKicTb rpwbis Ta apbxais
KYO/mn

HosuocTiiiri rpamHerateni Gakrepii
Ewepixia koni

Cradinorokyc aypeyc

CanbmoHenna

Knocrpigia nepdpinrenc

NpumiTka:

Jiava aHanisy :24.07.2024

NiacymKroBKin 3BIT: NaPTIA 3aTBEpAKEHA

Cepisn: 24003099

Ne018359

Kog: 05L0703061

4

Dara eupobruyTea: nunexs 2024

TepmiH npuaaTHocri: avneHs 2027

Cneundixauin

BOAHMIA, HaMIBNPO3OPUIT poXeBuii
PO3YMH XapaKTepHui cmak | apomaT

3.0-4.8

He Binblwe Hix 100 cP
90-110%

90-110%

10.0-10.50 mn

He Binblue Hix 10000 KYO/mn
He Binblue Hixk 100 KYO/mn
He Binble Hi 100 KYO/mn
BigcyTHA/MN

BIACYTHA/ MmN
BiZCyTHA/10mn

BigeyTHA Mn

PesynbraTt

Bignosipae

4.2
76 cP
110 %
101 %
10.00 mn
<10 KYO/mn
<10 KYQ/mn
<10 KYOQ/mn
BiAnoasiaace
Bignoeigae
BiANoBiAaE

Bianosiaae

B 'B@PBAW?%'BH K KOHTPOJII0 AKOCTI
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Labialfarma

Ferraz Group

CEPTUDIKAT AKOCTI

75

N2017738

Mpoaykr : Beraprin (Yrpaina} opansHuil posunH B Kopobui Nz10

PapmateBTiuHa dopma: opanbhuli posymH
Poamip cepii: 17661 oguHnus
MepBuHHWA KoUTelHep: nTHI amnynn 10mn

BropuHHUii kKoHTeliHep: Kopobka Nel0

Koa: 05L0703061
Cepis: 24002168
Hara enpobHuuTea: Tpasenb 2024

TepmiH npuaatHocTi: TpaseHs 2027

Tect

Onwc

B'A3KicTh

pH

Jososanuit obcar

laenTdikauin Gerainy
laeHTUiKaUin apreHivy yuTpar
3arafnbHa KinbKicTh aepobis
3araneHa Kinbkictb rpubis ta gpimakie
KY¥YQ/mn

Moeuocriitki rpamHeraTuei Gakrepil
Ewepixia koni

Craginokoryc aypeye

Canbmonenna

Knoctpinia nepdpivrenc

Mpumitia:

Aata aHanisy :29.05.2024

MiacymKoBwiz 3BIT: NapTia 3aTeepimena

Crneymdikavis Pesynbrar
BOAHWIA, Hanienposopull poxesni Bignosinae
Po34MH  XapaKkTepHuii cvak | apomaT

He Binblue Hix 100 cP 74 cP
3.0-4.8 4.3
10.0-10.50 mn 10.10 mn
90-110% 103 %
90-110% 99 %

He Binbwe Hixk 10000 KYO/mn <10 KYO/mn
He Ginblue Hixk 100 KYO/mn <10 KYQ/mn
He Binblue Hix 100 KYO/mn <10 KYQ/mn
BigcyTHa/mn Bianosigae
BigcyTHA/ MA BifnoBinae
BigcyTHa/10mA Bignosigae
BioCyTHA/ M Bipnosigae
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‘ym KOHTPOAIO AKOCTI
?Eg ina Coyca 04/06/2024
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Labialfarma

Ferraz Group

CEPTUDIKAT AKOCTI

Ne017835

Npoaykr : Betaprid (YkpaiHa) opansuuii posunk B Kopo6ui Nel0

dapmalesTuHa dopma: opantHuil po34yuH

Posmip cepli: 17739 oavHunip

fleperHHMIA KoHTeliHep: NuTH amnyau 10mn

BTopuHHKWA KoHTeltHep: Kopobka Nel0

TecT

Onuc

pH

B'A3KicTb

laeHTHdiKaLiA GeTainy
laeHTHIKaLA apreHidy unTpaT
Ho3osannit obear

3aranbHa Kinbxicts agpobis
3aranea KinbricTs rpubis Ta gpixagskis
KYO/mn

HosvocTiiiki rpamHeraTMeni GakTepii
Emepixi,q KoAi

Cradinoxokyc aypeyc

CanemoHeana

Knocrpigis nepdpinrekHc

Npumitka:

Hata ananiay :12.06.2024

MNigcymKoBuii 38iT: NapTis 3aTeepKeHa

Koa: 051.0703061

Cepin: 24002224

ara BupobHuuTea; TpaseHs 2024

TepmiH npuaaTHocTi: TpaBeHs 2027

Cneumdirauia

BOAHUIA, HaNiBNPO30pUN poesuis
PO3YUH XapaKTepHUiA cMmak | apomar

3.0-4.8

He Ginble Hix 100 cP
90-110%

90-110%

10.0-10.50 pan

He Binble Hix 10000 KYO/mn
He Binblre Hixk 100 KYO/mn
He Binblue Hixk 100 KYO/mn
sigcyTHa/mn

BificyTHA/ MA
BiacyTHR/10MA

BifiCYTHA/ MA

|y

%
g

-t QAPMA® _

PeayabTar

Bianoeigae

4.3
65 cP
108 %
100 %
10.00 ma
<10 RYQ/mn
<10 KYQ/mn
<10 KYO/mn
Bignosigae
Bignosigae
Bignosigae

Bianosigae

= ‘gpi,-.' bt .
N @gﬂ;‘ K KOHTPO/II0 AKOCTi
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C§§ |_abialfarma

CERTIFICATE OF ANALYSIS

ND
017835

Ferraz Group
Producet: Betargin (Ukraine) Oral Solution Box 10 Code:  05L0703061
Client: Vorwarts Pharma,SiA
Pharmaceutical Form: Oral Solution Batch: 24002224
Batch size: 17,738.000 EA Manufacturing date: May - 2024
Primary Container: Drinkable Arpoules 10m| Expiry date: May- 2027
Secondary Container: Box i0

m g =,

Description Aqueous, translucent, pink solufion, » Complias
characteristic flavor and aroma

pH 30-48 : 43
Viscosity Not rmore than 100 op k \ B85 cP
Bstalne assay 20-190 % B / 109 %
Arginine Gitrate Assay 80-110% 7 100 %
Dispensed Volume 10.00-10.50 ml - O ' 10.00 ml
Total Aérobic Microblal Count Not more than /om; CFU/ml <10 CFU/mi
Total combined yeastmolds caunt Not more maézo CFU/m| < 10 CFU/mi
Blle-tolerant gram-negative bacteriz Nat more than 100 CFU!mll < 10 CFUW/mE
Escherichia coli Absence/mt Complies
Staphylococcus aurays A%le Complies
Salmonelta Absencetm Complies
Clostridium periingens - Absencey) | Complies
Observations:
Analysis Date 2024/08/12
Flnai report: The bateh is approve ; B

O: S g - TLfags Ly

Sandra Sousa
{ Suparvisora CQ/ QC Supervisor )

UN. FABRIL I : Edificlo Labialfarma ne 1, 3456334 - Felgueira, SobrabViRT Porlugal

Tel: (351) 231 927 599 - Fax: {351) 231 92 91 85 - aeral@labiaifarma.cam

MOD_t12EN_06_R04
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Labialfarma

Ferraz Group

CEPTUDIKAT AAKOCTI

Mpogykr : Berapriu (Ykpaina) opanbHuii posuuH & Kopobui Ne10

PapmauestuuHa Gopma: opanbHui po34uH

Poamip cepii: 17 703 ognuuup

NepBUHAKA KoHTelHep: NUTHI amnyan 10mn

BTopuHHUii KoHTelinep: kopo6ka Nel10

Tecr

Cnuc

B'AsKicTo

pH

LosoBanuii obcar

laenTndikauia Getainy
laenTudirauin apresivy unrpar
3araneHa Kinekictb aepobiB
3aranbMa Kinbkics rpubis Ta ApiNAKIB
KYO/mn

#osuocTiitki rpamHeratusni GaxTepii
Euwrepixia koni

Cradinokoryc aypeyc

CanemoHenna

Knocrpigia nepdpinrenc

MNpumiTka:

Jara aHaniay :26.08,2024

MiaCYMKOBUI 38iT: NapTisa 3aTeepgKena

Cepin: 24003471

Ne018601

Koa: 0510703061

Hara BupoGHuuTBa: cepnenb 2024

TepmiH npuaarHocri: cepnens 2027

Cneundikayin

BOAHWH, Hanisnpo3aopnit poxesuit
PO3YMH  XapaKkTepHWii cMaK i apomar

He Bifbtue Hix 100 cP

3.04.8

10.0-10.50 mn

S0-110%

90-110%

He Binbue Hix 10000 KYO/mn
He Binbiue Hix 100 KYO/mn
He Binbwe Hix 100 KYO/mn
BifcyTHA/ MA

BiacyTHAa/mn

BiaCyTHA/10Mn

BigcyTHA/ mA

Pesyabrar

Bignosigae

71cpP

4.3
10.08 mn
95 %
99 %
10 KYO/mn
50 KYO/mn
<10 KYO/mn
eignoeigae
Bignosigae
Bignosigae

BignoBinae

KepiBHUK KOHTPOMIO AKOCT
Cangpa Coyca 26/08/2024

/%xﬂ%%/mg
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Labialfarma

Ferraz Group

CEPTUDIKAT SKOCTI Ne018599

Npoaykr : Beraprin (YkpaiHa) opanbhuii PO34MH B KopoDBui Neld

bapmayestuiHa popma: OpanbHK PoO3YUH

Pezmip cepil: 17 824 OAMHKLL

MNepsuiHKI KOHTEeHep: NUTHi amnynu 10mn

BropuHHmii Konteitnep: Kopobka NelQ

Tecr

Onuc

B'azkicTe

pH

HasosaHuli obear

laehTndikauin Gerainy
laentudikauia apreHiHy uMrpar
3aranbHa KinbKicTb aepobis
3aranbHa KinbKicrs rpubis Ta ApiKAKiB
KYO/mn

HHosuocTiiki rpamueratuaui Bakrepii
Ewepixia koai

Cradinokoryc aypeyc

CanbmoHenna

Knoctpipia nepdpinrenc

Mpumirka;

aTa aHanizy :126.08.2024

Miacymrosnii 3sir: napris 3aTeepaMeHa

Kog: 05L0703061
Cepin: 24003343
AaTa supobHuuTea: Avneds 2024

Tepmin npugatHocti: nunens 2027

Cneundirauis Peayibrar
BOZHWI, Hanisnposopuii poxesui Bignoeinae
PO3YUH  XapaKTepHuii cmak i apomat

He Binbue Hix 100 cP 72 ¢cp
3.0-4.8 4.1
10.0-10.50 mn 10.00 mna
90-110% 97 %
90-110% 100 %

He Ginbie uirk 10000 KYO/mn 280 KYO/mn
He Binblue Hix 100 KYO/mn <10 KYO/mn
He Sinswe Hixk 100 KYQ/mn <10 KYO/mn
BificyTHA/ MmN signoeigae
BigcyTHa/mn Bignosigae
BiacyTHa/10mn BignoBinae
BigcyTHA/ Mn Bignoeinae

KepiBHUK KOHTPOAIO AKOCT]
Canppa Coyca 26/08/2024

S o #1005
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Labialfarma

Ferraz Group

CEPTUDIKAT AKOCTI

Mpoaykr : Beraprix {Ykpaiua) opanbhwii PO34KH B Kopo6ui Ne10

PapmavesTiuna dopma: opanbunii po3auux

Pozmip cepii: 18 050 OLUHULL

MepsuHHYit KoHTelHep: nuTH] amnynu 10mn

BTopuHHM KoHTeliHep: Kopobka Ne10

Tecr

Onwmc

B’s3kicTh

pH
flo308anuii o6car

lagHTUikaLs Beratny
igenTHdikann Prediny unrpar
33ranbHa KinbkicTs aepobis
3aranbHa Kinbkicrb rPUBiB Ta Apingkis
KYO/mn

HoeuocTifiki rpamueratii Bankrepit
Ewepixia koni

Cradinokokyc aypeyc

CanbmoHenna

Knocrpiaia nepdpinrenc

Mpumitka:

fara ananizy :26,08.2024

Macymrosuii asir: napTia saTeepMikenHa

Y7

Ne2018600

Koa: 0510703061

Cepin: 24003342

Aara Bupo6HuuTEa: AMnexs 2024

TepmiH npugarHocri: Jimneds 2027

Creuudirauyis

BOAHUIA, Hanisnposopuii POMEBUL

Pesyabrar

Bignosigae

PO3YMH  XapaKTepHwil cmak i apomar

He Binblue Hix 100 cP

3.0-4.8

10.0-10.50 mn

90-110%

90-110%

He Binble Hix 10000 KYO/mn
He Binbutte Hisk 100 KYO/mn
He Binblue Hisk 100 KYO/mn
BigcyTHA/mn

BiAcyTHA/ MmN

BigcyTHa/10ma

sigcyTHa/mn

76 cP

4.2

10.00 mn
9%

102 9%
40 KYO/mn
20 KYO/mn
<10 KYOQ/mn
BiAnogigae
Bignosiaae

Bignosinae

Bianosigae

KepisHuK KoHTpo o AaKkocT
Cangpa Coyca 26/08/2024
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Labialfarma

Ferraz Group

CEPTU®IKAT AKOCTI

Ne018895

Mpoaywkr : beraprid (Yrpaina) opanstuii posunn s kopobuj Ne10
PapmauesTuiHa GOpMa: OpanbHUil posuMH Kog: 05010703061
Posmip cepil: 17 769 ognHuis Cepia: 24003776
MepsunHKMit RoxTelnep: nuThi amnyan 10ma Harta BupobuunyTBa: Bepecens 2024

BropuHHuit KoHTeiitep: kopobka Ne10 Tepmin npuparHocti: Bepeceds 2027

Tecr Cneyudikayin Peaynvrar
Onnc BOAHWA, HANIBINPO30pUH POXKEBUIA Bignosigae
PO3YMH XapakTepHut cMak i apomar
B'A3KicTL e Ginbiue bk 100 ¢P 71lcpP
pH 3.0-4.8 4.3
Hososanuit obesr 10.0-10.50 mn 10.00 mn
laenTndikauin Gertainy 90-110% 95 %
InenTndikauia aprediny uurpar 90-110% 101 %
3aranoha KinbricTh aepobis He Ginblwe Hix 10000 KYO/mn <10 RKYO/mn
3aranbHa KinbkicT rpubis 13 ApiKOoKIE He Bitblie Hixk 100 KYO/ma <10 KYO/mn
KYO/mn
MOBUOCTINKI FpamueraTueHi Bakrepii He Binvlue Hix 100 KYO/mn <10 KYO/mn
Etuepixia Koni BiacyTHa/Mmn Bignosipae
Cradinororyc aypeyc BiACYTHA/MA Bignosinae
Canbmonenna BigCyTHA/10Mn BiAnosinae
Knocrpigia nepdpidrenc BiacyTHA/MA Bignosigae

Mpumitka:
Hara ananizy :20.09.2024

Migeymrosnii 38iT: napria aatBepaKeHa

KepiBHUK KOHTPOAIO RKOCT

Kara Minro 20/09/2024
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CERTIFICATE OF ANALYSIS

F
|_abialfarma w
Ferraz Group 018895

Product: Betargin (Ukraine) Oral Selution Box 10 0510703061
fC!ient: Vorwarts Pharma,SIA

Oral Solution
17,769.000  EA
Drinkable Ampoutes 10ml

Pharmaceutical Forme
Bateh sizey

Primary Container:

Bateh: 24003776
Manufacturing date:  September - 2024
Expiry date: September - 2027

Secondary Container Box 10
& NP e Res‘mﬁ e

Description Aqueous, translucent, pink solution, . ”Complies
' characteristic flavor and arorma
pd 3.0-48 4.3
g\/iscosily Not more than 100 ¢P 71 cP
' Betaine assay 90-110 % 98 %
Arginine Ctrate Assay 90 - 110 % Y 101 %
Dispensed Volume 1000-1080m 10.00 mi
2 Total Agrobic Microbial Count Not more than 1 <10 CFUMml

- Total combined yeast/molds count Not more thap 1 <10 CFUim}
Bile-tolerant gram-negative bacteria Not more tha: <10 CFUfmi
Escherichia coli Absenialml Comgpiies

' Staphylococeous aureus Absangeil Complies
Salmonella Absence 1] Complies
Clostridium perfringens

Complies

Observations:

Analysis Date
Final report: The batch is approved.

€ h
) . oy
A2 2C/CEIRTY
Catia Pinto

{ Responsaval CQ/ QC Manager )

LING FABRIUL L Edificlo Labialfarma N° 9 . 3480-5
Tel, (351} 231 927 BSO - Fax: (351) 251
MOD_T19EN_08_RO4

~—



Labialfarma

Ferraz Group

CEPTUPIKAT AKOCTI Ne018892

Mpoayxr : Beraprin (Yrpaina) opansHuii poauun 8 kopo6ui No10

PapmauesTriHa Popma: opanbHUl PO3UUH Kog: 05L0703061

Poamip cepiit 17 870 oguHnup

Cepin: 24003938

MepBrHHMI KouTelHep: nUTHI amnyau 10MmA fara supobuuyrea: Bepecers 2024

BropurHul koureiiHep: kopobra Nel10

Tecr

Oonuce

B'azkicTs

pH

Hososanuit obcar

lnenTudikalia Gerainy
lnenTudikauia apreiny uurpar
3aranbHa KinbKicTs aepobis
3aranbHa KinbkicTs rpubie Ta gpixaxis
RYO/mn

PROBUOCTIART rpamHeratusyi Gakrepil
Elwepixia koni

Cradinokoryc aypeye

Cansmonenna

Knocrpigis nepdpixrexc

MpumiTka:

Hara ananiay :20.09.2024

Migcymrosuin 38iT: napTin 3aTeepaxeHa

Tepmin npugarHocri: sepecers 2027

Crneundirkauin Pesynwrar

BOZHMI, HaNIBNPO30PU poxesud Bignosipae
po34MH  XapaKkTepHuii cMak i apomar

e Binblue ik 100 cP 63 ¢cP
3.0-4.8 4.4
10.0-10.50 mn 10.00 mn
90-110% 106 %
90-110% 103 %

He Binewe Hix 10000 KYO/mn <10 KYO/mn
He Binblue His 100 KYO/mn <10 KYO/mn
e Ginvwe 1k 100 KYO/mn <10 KYO/mn
sigcytha/mn Bignosisae
gigcyTHa/mn Bignosigae
slacyTHsa/10mn Bianosipace
siacyTha/mn BiANOBifaE

KepisHUK KOHTPOMO AKOCTI
Katsa Minro 20/09/2024

by v 110 g SO Z:/
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Ferraz Group

CERTIFICATE OF ANALYSIS

‘é”mduct: Betargin (Ukraine) Oral Solution Box 10

Client: Vorwarts Pharma,SIA
Oral Solution
17,870,000 EA

Drinkable Ampoules 10ml

Pharmaceutical Form;
‘Batch size:

Frimary Container:

08LO702061

Bateh: 24008938
Manufacturing date; September~ 2024
Expiry dale:  September - 2027

Secondary Container: Box 10
) Test ’ ' Specifications Results

Z Descrsp‘aan . Agueous, tra’h'slucent, pinkg;lutian, - Comphes
5 characteristic flaver and aroma
1pH 3.0-4.8 4.4
Viscosity Not maore than 100 cP 63 o
Betaine assay 20 - 110 % 106 %
Arginine Ciirate Assay 80 -110% 103 %

; Dispensed Volume 10.00 ~ 10.50 mi 10.00 mi
%Tata! Aerobic Microbial Count Not more than ¢ <10 GFUMm!
;Total combinad yeast/molds count Not more thon <10 CFUAm}
éEiieao)erant gram-negative bacteria Not tnore thar 1040 CFu/ml < 40 CFU/m

Escherichia coli Absera/mi ’ Complies
Staphylococcuys aureus Cornplies
; Salmonella Complies
Clostridium perfringens Complies

Observations:

Analysis Date

Final repott: The batch is appro /ed ) _ ™y
/ AN
LS 1 o
\/ @ 20O/ CS IS

Catia Pinto
( Ragponsdvel CQ/ QC Manager )

0
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Labialfarma

Ferraz Group

CEPTU®IKAT AKOCTI

Ne019016

Mpogyxr : Bevaprin {(Vipaina) opanbHuii po34MH B Kopobui Nel1o

GapmauesruuHa Gpopma: opanbHUil posunH

Poamip cepiit 17 798 oannnup

NepBUHHUY KoHTelHep: NUTHI amiyiu 10mA

BropunHunit koutelinep: kopobra No10

Tecr

Onuc

B'sisKicTh

pH

Hososanuit obcar

laeHTudikania Gerainy
lperTudikauin apreriny yurpar
3aranbHa KinbKicTs aepobis
3aranbHa KinbKicTb rpubie Ta apisaKis
KYQ/mn

KOBYOCTIAKI rpamreraTusHi GaxTepii
Ewepixis koni

Cradinokokyc aypeyc

CanomoHenna

Knocrpigis nepdpinremc

flpumiTka:

dara ananiay :30.09.2024

NigcymkoBuit 38it: naptia sateepakena

Kopg: 0510703061

Cepia: 24003777

fara Bupobuuyrea: sepecens 2024

Tepmin npuaarHocti: sepecens 2027

Cneundikauin

BOAHMUIA, HANIBAPO3OPUI POXKeBN
PO3YMH  XAPAKTEPHWI CMaK | apomaT

He Binble Hixk 100 cp

3.0-4.8

10.0-10.50 mn

90-110%

90-110%

He Binsiue Hixk 10000 KYO/mn
He Binblue Hix 100 KYO/mn
ne Bisbiue Hix 100 KYO/mn
BICYTHA/MA

sigcyTHs/mn

BigcyTHs/10mn

slacyTHa/ mn

Pesynwrar

Bignosigae

84 cp

4.3

10.00 mn
103 %

103 %
<10 KYO/mn
10 KYO/mn
<10 KYO/mn
Binnosigae
signosinae
signosinae

Bignosigae

Kepisuuk KouTpOMIO sKOCT

Kata Minro 30/09/2024

Braw & 06FF g P07
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Ferraz Group 019016
Product: Betargin (Ukraine) Oral Solution Box 10  Code:  05L0703081
QC!Eeni: Vorwarts Pharma, SIA
Pharmaceutical Form: Oral Solution Batch: 24003777 :
Batch size: 17,788.000  EA Manufacturing date: September - 2024
gP'rimary Container: Drinkable Ampoulas 10ml Expiry date: September - 2027
ESecondary Gontainer: Box 10 ' ;

Test Specifications S Results
Description T Agqueous, fransiucent, pink solution, ﬁ (;g};;pﬁ‘es
: sharacteristic flavor and aroma
o 3.0-4.8 43
| Viscosity Not more than 100 P _ 84 oP
Betaine assay 90110 % . 103 %
Arginine Cirate Assay 90-110 % a 103 %
Dispensed Volume 10.00 - 10.50 mi ‘f\,f'/ 10.00 ml
: Total Aerobic Microbial Caunt Not more than 1000 S < 10 CFW/mi
£Tc)ta% combined veast/molds court Not more than *30 CF 10 CFU/mi
 Bile-tolerant gram-negative basterfa Not more than 100 GFWm <10 CFU/ml
Escherichia coli Absence Complies
‘ Staphylococcus aureus Abser ‘ Complies
Salmonelia Absence/17i Complies
; Clostridium perfringens : Complies

Observations: )
P 3
//‘ //
< /
~ /S

Analysis Date 202459750
Final report: The batch is approved,/ \ o /)
Catia Pinto
( Respunsével CQ/ QC Manager )

/
\
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