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PharmaVision

Pogunip cycn 60,0 Ne2482003_Crpanvuga_2.jpg

Vanufactired By Plarmeay isien San e Lig,
Location, Tingna O No 123 L

FROE Y 3iildaag

LT

FRAIT N TS

Whap: |

HIEQS B

Bupusaesne: AuapaaBisn Can ve Tio AL

CATYMC)

AMicne pumar tkoros . Clasvn CONSTES Jaumen U otaarns Tupenin,
tewvis TROUY 2020 4.0
TEST ? LIMIT RESULT
Horagmusu arocms _ Huopoaveaunis Dot mmnn
‘\i:cro!no}o;.,lcal qualm'-
VirEpGicaoe i whctiond
—~ tetal agrobic microbiat Not mere [0 CFU L
count (TAMC) He ofremee HE RV SR Y )
= HEAUIRH KL RICH G i
ORI MIRPOOPARE A e
— fotal yeastmoulds count Notmore 167 LU RURS R
He Giavwe 107 KN O SHIRY O

C - Saeditbitd ROIBKICHS Spudie
- Exchevichin coli
<= Excherichio coli

i Absentin 1y L Absent fiocvmin

S Riscviid v ] o

\Sm\’ -
Kiwwicne arenvcnis
- Cefdinir

- Hedannip

- Sodivm benzoate
- Hampires Gureiam

- 95.0%-105.0% of label elain (731-50.8 m 1) EPRRN
L ys. U”u—/!h 5 wler susta tenol kiabgoon (73 . A T TS
BT R YRAT

0.0%-110.0% of lahel cloim (1.4-1 7 myg o) U

MO T TO0Y, wied spmecionod kizenocmi (7 447 1.3 NIRRT

e

if!(’i prepit {!H()H/ e H]H{..’!)HH CLHIELEs

. Appearance

(I

- Creani-vellow coloured hnnuwuw ts suwuhm

Conform

- with strawberry and cream flavour.

LI iona CYCHCHER KO IS0 00 61,00 KOOI

Hioviiucioe

Identification

- Adenmufivaiis

|- Cefdiniv

- Ledhonmip

. - Sodium benzouate
- Hlanipins e onm

I3 unaNoM BoHunl B sepinrie,

The retention tune of main neak obtsined from

sumple selution c]zrc‘)mamgm moin assay shoudd he - Contirmn

- the same with the retention time of main peak

obtained from standard selution clramatogran,
Yot VIR Gains: OO0 PR Fied

PRI P ek FENCVBUGIIG0 DLy ey Riehirwsieni

CHOSIHCT glnosioan THUEUAN He M

P

© Nowminal volume
Soovincctoni o0 e
Cpll
it

; Dispersibility in suspension

Awcnepeoadiiicns o cyones iy

Nedimentation

Cledisienmiyin

l)tswiu:mn
Closehinenns

PO PUSE CHRIOUIIIG0 PUSin o Nooi
RLTORAHOC SHIHUNCHI,

al less 6 m)

Hoseeivie 68 a4

GUmi v

The p:uupimlc s czh;l\ dwwu\ui by v miedinm

| shaking.

C Sedimentation should net eecur in 10 minuses,
D OGNS 1 HOGLHIC 1R wepnor /
f“_\'r,uxum ] o
- Notless 83076 (Q) of label claim in

CAeerd nosiinen 00RO QuChe}
ROMIIMOMY CHPVHY i

CVECRRICH H

He vtenue N30 Yu ) wepe




Pogunnip cycn 60,0 Ne2d482003_Crpasvua_3.jpg

Muanufactured by Pharmatision
Fovation Py upase { d

t

Natove 1ic A,

e Pt ] i [AETEI R ETe

ey TR Gy

PharmaVision
Bapoditesn: dpyaidian Caa, e T L,
Senc e presi e o i MNEIS Do s 2
Hismann PN 2620 4

v s b

- Uniformity of dosage units
Chbopionicing dosocaney

sehititigh
- Cefdinir © Acceplance value (A V) should meet the Conlonn
- Ledhornip L regquireinents, Bivnonio ;
Hokanm apuinsmmnocnti (A7) swec gionocioani
. RN e _ o
Helated substances :
Cvapasioni goai : =anpuny OO kM2
Cedmpurity O VF, LK, M, 2F, 0 Not more 0,07, AP T00
- 3F and unknewn impurity e Givenee 0,7 0, TATENTEN TR G F S N T S £
sdostivecr CONF LK, M O28 R N A R NI L Ty
EO m mesidova Ootinra : RGO
: Sampuriy o No Jetected
chnuinag [ He srsicoein
unknow g inpurity - 165
: Hesion chevdtiong LAY,
~itmpurity D ©Not more 1.3, ey
S AN INTES. LI Bianure 11309, © Mo md snaRi e
: RO A
e dmpurine 4, L o NGt mere 9.3%, S0
- dadlaira A, L e Gl G3 %% Ve e pi AT it s
, LTSRS
- impurity B © Not more 0.6% .30,
- detiaisi B CHe Ghinee 0.6 %
D dmparing E - Not more (.7% ' 1.2 9y
|- danitesa £ e Diaie 07 %,
- impurity J © Noi more 1.8% SO0
Do dovdfuese CHe Gl 008 ¢, Voo 5 it i
G R
- impuriny O,P | Not more 1.1% REERE!
- assfra {0 P D Me Glintie 1,1 %% Lt Meanea KEIKICHE
? G TG UREH
= impurity N PNol more 1.4% <L)
- douitma N e dimane 1 4%, Mesew il fricne, o
; R
< fmpurity (G, H) | Notmore 3.3% 03",
- sseviivere (5, H e dimine 339,
C - toral fmpieritivs ' Not mee 624, Confornm

L OV TR Ve Glte 6.2 %,




Poaunip cycn 60,0 Ne2482003_Crpavnua_4.jpg

Wanafuctured by PharmaN ision San. se e AN
Location' Daviapane Cag No (4% Pophog

Dense [ROUY 2o3n g

R ITH T AT

PharmaVision
Bupab.aeiea: Wapsts Riwn Canoie Tinae AL

Mocese s v laws i B

P

IR ]

AT R L TIEA

© Assay |

o Kingicone euriiasennsg

- Cefdinir 95.0%0-1053.G% of label claim (227.5 - 2625 HIRIRT I

1 - Ledhonip my’3 mil} AR O0 me Sl e 5w
! YR AN~ 03005 wied sserenol Ritorocmi (237 5

: 262 50w0F uy)

. = Sodium bewzoute SULO%-T1U.0% of label claim (4.5-5.5 mu un.09s,

e Hempiry Heitioan VOO~ LTO 0% i supgrenal Kiasgocid (2 H8%me I mioe duy

R ARIAY)

o herely cordfy that the ahovementioned data are rraseworthy and acenreie. This produce barch is
manufactured (packaging/debelling inciuded) under the quality control on the abovementioned mannfecturing
site i full conformity with the GMP reguivenens, established by the reguiutors agency of Turkey us well as
with the specification and control methods of the analytic-normative docraenyation, registered in Ukraine,
Pl protocols of manufactirve, packaging mind analysis are reviewed; conformity with the GMEP is ostablistrod.
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AEPKIIKCITYKBA
HEPHABHA CIHYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIXO

3A HAPKOTHKAMM ¥V YEPHIBEOBKII OBJACTI

syn. Conosrnia, 29, M. Uepnicui, 58008, 0-372-52-22-60 Ten fpake 0-372-55-39-93
e-mail; dis.cv@dls.gov.ua, Koa €LPIIOY 37032279

BHCHOBOK
npo sKicTL BBe3enoro 8 Yrpainy gdikapebroro 3acofy

24,12.2024 Ne 69905/24/24

PONFIHIP
(nnitsenysanun nixapenkoro aacoGy ariano 3 pecetpaniiiitky nocsimielgn)
MOpoIoK ISt 0pabIot cyenensii no 250 mr/5 aur, mo 60 ma y duraxoni; o 1 puaxony 3
MipHOI0 JIGRKO0I0 B KOpoGui
(thopma Bunycry, Aosysats, BHA NBRYBANHA SikAPCLKOIO 3ac06y)

Lomep pecetpauiitiore nocsipuentst UA/18546/01/01 crpo aif peectpauitinoro nocninuenns 03.02.2026
Cepin nixapcboro 3acefy Ne 2482003 Kinskicth BBesenoro sikapcsxoro sacoby 24868

BupoGutik DapmaBixn Can, Be Timr, AUlLL, Typewanna

(uaktnerysnuns prpotitna nikapetkoro sacoGy, kpaitia moxomueing)

Boeseno s Yipaiy Topapucerso 3 ofMe:kenor siamosimanniicTio «BJIYVC DAPMA»,
izerr, wons 43821180

(safmenynaris Ta ko 9a CIPIIOY jopezsyHOE ocobH oo apispuie, is’s, no Garuroni dizmnol
0coli! - rixnpicMus, T Micue nposxcupANNg Ta peecTpauiiumii HOMEp o0NiKOBOT KapTXRH nnaTHMKa
noxatkin aGo cepist Ta 1OMep nacnopTa)

[povoron nisyamsioroe xourponio six 13.05.2024 Xz 129/0/01.25-24/1.
Jlabopatopuuii anania skocTi Jikapeskoro sacoBy sniiicirenni;

JlaGopatopis 3 xonTpomo sxocr] mkapeskixX 3aco6iz TOB «IOBPOBY T-JIIKHIIAEy (M. Kuis,
syn. Hosropog-Ciseperka, Oy, 3, Hesxurtaosi npamimenys 92)

(natiMeiyooims Ta MicucanaxonxeHs aabopatopii, o nposea nadoparopunii aHunis nKocti)

Bucropok 1tozo axocti nikaperkoro sacofy, supannit smGopatopicio six 24.12.2024 Ne 922-24

Pesyavrar naGoparopuore ananizy axkocti nikapebkoro 3acoly 3a nepesipeHiMH nokasuHuxaMy BIANOBINAIOTE
DBHMOIaN MCTOAIB KORTPOMO skoCT (AHANITHYHO-HOPMATHEHOT NOKYMEHTALLT).

da  peayasTaTaMH  IEPKABHOLO  KOHTPOAIO BCTAHORACHO, 110 JNikapcbkiil 3aci@ Beeseno B Yxpainy 3
ACTPHMAHHAM BHMOF 38KOHOARDCTEA HIOO 3A6E3NEYEHNA AKOCT] NiKapChKI sAco5in,
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CERTIFICATE OF ANALYSIS
CEPTH@IKAT AKOCTI

Product name:

Hazea npodyrmy:
Pharmaceutical form,
package type and size:
Jixapevra opma, mun ma
PO3MID YRAKOBKU:

Dosage / potency:

Hoza / cuna Oii:
Registration certificate:
Pecempayiiie noceiduenna:
Batch no.:

No cepii:

Batch size:

Posatip cepii:
Manufacture date:

Lama eupobnuymsa:
Expiry date:

Tepaiin npudamuocmi:

Pogumuip cycn 60 mn N22582008_CropiHka_1.jpg

Manufactured by PharmaVision San,

ve Tic, AS,

Location: Davutpasa Cad. No.145, Zeytinburnu, Istanbul, Turkey

License: TR/UY/2020/4-1

PharmaVision

Bupoéaeno: ®apmaBiven Can. ge Tiowe, AL,
Micyesnaxoducenns: Jasymnawa [Iwcad. Nel 43, 3eiminéypuy. Cmanéya, Typevwunsa

Hiyensis: TRAUY2020/4-1

No.2582008

RODINIR
POLQHHLIP

Powder for oral suspension 250 mg/5 ml, 60 ml in a bottie; 1 bottle

with a measuring spoon together in a box.

Hopouwor Onst opaneroi cycnensit, 250 me/5 w,

aarouy 3 MipHoIO 1094CK0I0 6 KopoOyi
Cefdinir 250 mg/5 ml
Ledounipy 250 se/5 ma

UA/18546/01/01

2582008

24 493 packages/ynarogok
12.2025

11.2028

no 60 muy gaaxoni, no 1

TEST LIMIT RESULT
Horasnurxu axocmi Hopaysannus Pesyavmam
Dry powder/ Cyxuii nopowox
Appearance Cream-yellow  coloured homogenous granule | Conform
Oniic powder with strawberry and cream flavour. Bionosioac
QOnopionuli  2panyoeaHull  HOPOUIOK  KPeMoeo-
ACOBMO20  KOMBOPY I3 3ARAXOM  ROAYHUYE M
GEePUIRIE.
Uniformity of weight Not more than 2 of the individual masses deviate | Conform
Qonoepionicme macu . from the average mass by more than 10.0% and | Bidnosioac
none deviates by 20.0%.
He Ginvwe 2 inOugiovaibHux  Mmac 8iOXwisiomocs
6i0 cepedwvoi macu Ginvur wine na 10.0%, ma
Aco0HA He gioxusemobes Giavue nixe na 20%.
Average weight of vial 39.0 + 10% (35.1-42.9) g/bottle (for 60 ml) Conform
contents 39,0+ 10% (35,1 — 42,9) a/ihaaron (Qan 60 ata) Bionogioac
Cepedust maca exticmy
haarony
Water Not more than 6.0%. 0.3 %
Boda He Ginvue nine 6,0 % o
Microbiological quality:
Mirpodionoaivua vucmonta
= total aerobic microbial Not more 10° CFU/g <10 CFU/g
count (TAMCQ) He Ginvwe 10° KY O/ <10KVO/ 2

= 3A2ATHHA KEIBKICHT
aepobnux Mikpoopeaniasie
— total yeast/moulds count
(TYMC)

Not more 10° CFU/g
He Ginvtue 10° KYO/2

A p&f@:‘ 2

: ; P *
- 20AALHA KIALEICIIL 2pUuais SR
oatna Kitoicnts 2pudic | %
= Escherichia coli Absent in 1g i W%
- Escherichia coli Biocymmie I 2 B}
B s
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Manufactured by PharmaVision San. ve Tic. A.S,
Location: Davutpasa Cad. No.145, Zeytinburnu, Istanbul, Turkey

License: TR/UY/2020/4-1

PharmaVision
Bupodaeno: GapmaBinen Can, ae Tidawe. AL,
Micyeanaxooncennsi: Jasymnawa jlxcad. Nel 43, SeiminGypuy. Cmandyn, Typewwuna
Hiyenzis: TRIUY/2020/4-1
TEST LIMIT RESULT

Horasnuru skocmi Hopayeanus Pesyavmam
Uniformity of dosage units
Oonopionicne dozosaniux Acceptance  value (AV) should meet the | Conform
0OuNUIfL requirements. " Bionosioac
- Cefdinir Hokasnux nputmstmnocmi (AV) mae eionosioamu
- L{echounip BUMOAM.
Assay
Kinvricne eusnavenms
- Cefdinir 95.0%-105.0% of label claim (73.1-80.8 mg/g) 101.2%
- Lledhounip 95.0%105,0% i sasierenoi xinvkocmi (73,1-80,8 | 77.9 mg/g (ve/2)

- Sodium benzoate
- Hampiio denzoam

J’(’./r"f)

90.0%-110.0% of label claim (1.4-1.7 mg/g)
90,0%110,0% ¢io sassaenol rinexocmi (1,4-1,7
Me/2)

90.0%
1.4 mgl/g (m2/2)

After preparation/ nicia npuecomyeaims

Appearance Cream-yellow coloured homogenous suspension | Conform
Onuc with strawberry and cream flavour. Bionosioac
Qonopidna cycnensis KPEeMoGO-JICOBMO20 KGALOPY
i3 3anax oM noJAYHUYl ma 6epPUIKIe.
Identification
[oeumudpixayis The retention time of main peak obtained from | Conform
- Cefdinir sample solution chromatogram in assay should be | Bionosioac
- Lepounip the same with the retention time of main peak

- Sodium benzoate
- Hampio Genszoam

obtained from standard solution chromatogram.

Yac  ympusyeanns — OCHOGHOZ0 — RNIKY  Hd
Xpomamozpavi QOCHIONCYEUARO0 POIUURY HOCUHCH
gionogidamu  maroMy ¢ HA - Xpomamoepami
CIAHOAPINKO20  pO3UUIY 6 NOOI  KiAbKICH020
GUIHAYCHH,

Nominal volume
Hoxinaronuii 06’y

Not less 60 ml
He astenue 60 xn

60 ml (wr)

pH ~48 4.3
pH
Dispersibility in suspension The precipitate is easily dispersed by medium | Conform
Jucnepeosanicme 6 cyenenzit | shaking, Bionosioac
Ocad  nosunen . a¢ek0  Qucnepzysamucs — npy
ROMIPHOMY CHIDYUIYGAHIIL,
Sedimentation Sedimentation should not occur in 10 minutes. Conform
Cedumenmayin Ceoumenmaniss ne nogunna eunuramu wepes 10| Bionosiooc
XGUAUN.
Dissolution Not less 85.0% (Q) of label claim in 30 minutes. 99.6 %
Posyunenns He yemwe 83,0 % (Q) uepes 30 xewnun.

Related substances
Cynposioni Qominiki

- impurity C, 1F, I, K, M, 2F,

3F and unknown impurity
-oomivku C, 1F I, K, M, 2F,
3F mia nesidora Qoatiuka

Not more 0.2%
He Girvwe 0,2 %

C,1F, 1 ﬂ&?l —Nol stL,(,((,Ll

N
5 S QS?
¥ 4
N‘f met\“,)\! /,
G On @ X




PharmaVision
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Manufactured by PharmaVision San. ve Tic. A8,
Location: Davutpasa Cad. No.143, Zeytinburnu, Istanbul, Turkey

License: TR/UY/2020/4-1

Bupodaeno: ®apsaBinen Can. ae Tiome, A LI,
Micyesnaxodwcennst: Haavmnawa flocad. Nel 45, 3ediminbypny, Cmaméiyn, Typewsuna

Higensise: TRAUY202004-1

TEST LIMIT RESULT
Horasnuru sxocmi Hopyysanns Pesyavmam

BUIHAUCHHS

- impurity D Not more 0.3% <LOQ

- doMiuka D He 6iroue 0,3 % <Medica kinvricnozo
SUIHAYEH IS

- impurity A, L Not more 0.5% A -<LOQ

- domiwka A, L He 6invue 0,5 % <Medica kinbricnoco
SUIHAYENTIS
L. — Not detected
L - He susigneno

- impurity B Not more 0.6% 0.1 %

- Qomika B He invute 0,6 %

- impurity E Not more 0.7% <LOQ

- oomika E He 6iaviue 0,7 % <Mexwa Kiavkicitoeo
GUINANCHNS

- impurity J Not more 0.8% 0.1 %

- domiuika J He 6invue 0.8 %

- impurity O, P Not more 1.1% <LOQ

- dontira (O, P) He biavie 1,1 % < Mesca KRIAbKICnoo0
GUIItAUETIS

- impurity N Not more 1.4% 0.4 %

- Qoamiixa N He Ginviue 1,4 %

- impurity (G, H) « | Not more 3.3% 0.8%

- doxiuwa G, H He biroee 3,3 %

- total impurities Not more 6.2% Conform

- CVMA QOMILLOK He birouie 6,2 % Bionosioac

Uniformity of dosage units Acceptance  value (AV) should meet the | Conform

Qonopionicnis doz06anux requirements. Bionosioac

0ounyL Hoxasnux nputinsmuocmi (AV) amae gionosioamu

- Cefdinir GUMOZQAM.

- Hedhounip

Assay

Kinericue eusnayenns

- Cefdinir 95.0%-105.0% of label claim (237.5 - 262.5 mg/5 | 103.0 %

- Leghounip ml) 257.5 mg/5 ml (ne/S ma)

- Sodium benzoate
- Hampiw éenzoam

95,0%-1035,0%
262,5nm2/5 mn)
90.0%-110.0% of label claim (4.5-5.5 mg/5 ml)
90,0%-110,0% 6i0 s3aseaenoi kinokocmi (4,5-5,5
M/5 )

810 3ws6aen0l Kitbkocmi

(237,5—

92.0%
4.6 mg/5 ml (we/5 aw)

3 i
$r A
N &[7")/ l{iMH\L\\Y\GWQ&
g rono va(gﬁ,y
A TN
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Manufactured by PharmaVision San. ve Tic. A.S.
Location: Duvutpasa Cad, NO, 143, Zeylinbumu, istanbul, Turkey

License: TRAUY/2020/4-1

PharmaVision

Bupodaeno: ®apmaBincn Can. ge Tidore. AL
Micyemaxodwcennn: Jasymnawa xcad. Nel43, Seamindvpry, Cmanidya, Tvpewuina
Hiyensin: TRAUY/2020/4-1

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the GMP requirements, established by the regulatory agency of Turkey as well as
with the specification and control methods of the analytic-normative documentation, registered in Ukraine. The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Hus st 3acsiouyio, wo nepepaxosana awye indopmayis ¢ docmosipioio i mounoio. L cepis npooykyii 6yia
GUEOMOBENT (BRIOYAIOUY RAKYSANNS ! MAPKYGARNS) 3 NPOGEOSUNSIM KOHMPOFIO SIKOCNI HCl GUIRBKRA3NIT GUPOOH YL
Oinvrui 6 noguili sionogionocmi 3 sumocamu GMP, écmanogaenuu peayasmopuun opeanom Typewyuii, a marosic y
sionogionocmi 3i cneyughixayicro § memodaviu konmpono sxocmi (MKA), sapeccmposanunu 6 Yrpaini. Hipomoroau
BUPOOHUNINGU, YNAKOBKY TRG aHciizie Gyt nepe2astuynti ma gemanosieno gionosionicme GMP.

Surname and position of person, approving batch release to market
Hpizeuwe ma nocada / 36anns 0coGu, KA GUOAIU O036IN A 8UNYCK Cepil

Signature and date, stamp
Hionuce ma oama nionucanns, nevamea / wmaser — 30.01.2026
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