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Product name; RODINIR
Heasew npooyrmy, POVHTTHEP
Pharmaceutical form, Powder for oval suspension 250 mg/S md, 60 il in o bottic: 1 borde with o
package type and size; measuring spoon together in a box.
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Dosage / poteney: Cefdinir 250 mgss ml
Hozg cuwra vii: Lledsdviipy 230 an 3 g

Registration certificate:
Pecempoyfime noceiovenss;
Batch no.:

b epuf:

Batch size:

P eopii:

Manuafacture date:

UA/TRS46/01/01
2482003

24 Y37 packagesivnaronor

Hema anpodiingne. 63.2024
Expiry date:
}ii-'/i;.ui}: R OCREH 22027
5 TEST f LIMIT RESULT
. Howauricn sxocnii o o Hopnsaiey o miani
Dry powder/ Cyxi nopotor
Appearance - Cream-yellow coleured homogenous granute Conform
| powder with strawberry and cream fTavour, ;
COnre L OJHOPIONITT CPAVIBOGEII Hopolton: B G O- Bactitieu i
i SHCGEINUC KOTBOPV 13 2HIXOM DOVt il
_ LSRR
| Uniformity of weight P3O0 10O (351 -42.9) gobonde (for altm]) Contorm
| Cnopionicmn vdcir 39w 1035, 4290 friren £, G50y Hurnsion

Average weight of vial at more than 2ol the individual masses deviate | Conform

contents Ffrom the average mass by more than 10.0% and |
: S nene deviates by 2008,
CCepeonst e GACHHY e Silsuee 2 dnonsioveacnnies e cloxa sirmiacs - Biononion
o el ool e DLt i s FROTL pia

_ FHCCONL I GTONILB I CH GETntr e ira 207
Water Not more than 6.0%.
_ Boadu e Gt sl 6.0 7

- Uniformity of dosage units
L Conopionicms ooy
L oduniigh _
.- Cefidinir :
" - Hedwounip s Aceeptance value AV should mear the
Creguirenents
Howcesar: apuinsimieccmt (151 s vdobioniowin g‘:'/f

i
(AT AR, IS

Px @t 0370
2F Je. 2y HAZ




PharmaVision

PoauHip cycn 60,0 Ne2482003_Crpannua_2.jpg

Yanufuotiied by Pharmah ision San v Tie, 4o,
Location Trrvispass Cind No 135 Taps, |

AT IR
oty PR 3

Bupoitens: DapaaBimn Can. ne Tiow LI
NMicac unsve Dhepin o T s NT4S Dous e

Eorannns Tepoegiis

s TR Nike 4.4
TEST LIMIT . RESULT
_______ Horazanuru arocin flopviveaiisi : e vmman

Mier obiological quality:

Mirpotioiciuricr wucmonic

- totad aerobic mivrobial Not more [ CFU g S0 CHLU

caunt (TAAMC) He Giavme JIE KV C TR Y )

- UL HT KL TORICH b ! :
AP0 MIRDDOpSGHT S ;
-~ total yeastmonlds count Notmoere 17CHU g SEAAS R ER
C(TVAIC) He diwvwe 108 KY O THERY O

= BIKBNG RETORICHE cpadiie

- Escherichia coli

- Escherichiv coli F Absentin iy L Absent Biocvmgg

Assay

C (e

- Cefdinir
- Hethounin
. - Sodinun benzoate

.
 Nominal volume
CHleainacsndn o0 o |

s Biocyimg & f o

Kitoxicie sienaonis
- Cefdinir
- Hedbounip

- Sodium benzoate
- Hampiie: Seroam

OS5 0%-105.0% of Iabet elaim (72 1-80.8 m !:"g} PHI2R
DS 0% O3 0N gl sasecienol Riegoemi (73 1. 79 TUNUNRTRREE
QL T/ RYRERY
SEA%-T10.0% of label clatn (1.4-1 7 mp o) SO
SO0 ] LU0, i sustetoner gistconnz 1 - . S me fwe
e

r ftf’si preparatio n wicn up HIOMIV G I

‘xppea rance

Cream- \LHO\’\ wloma.d hnrmummm\ xus%nxmn s oo

with strawberry and cream {Tavour,
EOROPIONG CVCHCH S R OG0- 3 D8 0 wetsepy o Blogoeioe

i RatrIAYAY fo, HHHHI LGNS [h’!’#i\i(-

" Identi ieation
foviihinaiisi

- Henipins Gt voeann

The retention time of main peak obtained fronm

rumple solution chiromatogram in assayv showld be  Canlors
- the same with the reteation time of main peak

obtained from standard solution chramutogram,
et VPR G BUROGGIO THRY e

§NPONRNG BT D0 TTO MOV BCGHI0 PO ot Bichirowseni

HOGWIECH aleilesioominn PRARKOANY e T

_"“]J(},l.'dmu,“jiu‘,wi CIREIHNAPIN G0 FUHPRGIHY 6 Nowdi
RLIBRAHOM GUSHENCHIA,

- CONCHINGH DB

: fl()‘if!j)?!()\!%' {'n’H]Jl‘lH!'ﬁ.{U{.’!i

o Nal less 60 m)

Omid i
He vieniee 61ty 60 mi v

- pil R o 7 -

2 D124 16

e ; . - - . )

: Dispersibility in suspension | The precipitate is casiby dispersed by medium Condorn,
Aucnepeodions ¢ cvenensii shaking.

EA000 ROLHIH TECRE HCHCE VREIHICH 1T

\edlmenhtmn

¢ Sedimentation shoald not eeour in 16 Minuies.
L RO 1 HGGUBMHED G100 R U wepe s b
X6 AU

bissolution
e




Pogunip cycn 60,0 No2482003_Crpamua_3.ipg

Manufactured by PharmaYision Sanove Ve AN,

Pocalton' Prasutpasg £ o 123 Brambui donees
Pavense TR G
PharmaVisicn
Bupedena: thapaatbian Cauone T VL
NMpcne sian o presine ey Aat NI Lonres ot s bapesas
Huweann BHOEY 2030 4
* Uniforniity of dosage units
CRopioniem doronanny
CORILIE
- Cefdinir S Aceeplanee value {AV) should meet the Confonn
- Hespenip L requireienls. Bionosio ;
Hokaimus apaimsmnocni G5 s sionocioagen
_ ) o RN - o o
Kelated substances :
Cvuponiant oovitur -ampuniy OO0 R OM2E
=impurity C, 1F, I, K, M, 2F, Not more (1.2%, RSN NS
- 3F and unknown impurity e Gl 0.2 7, chpviiion O fFCRK VLT
o OO LK M 2F, S8 Mesaew miniicni o
I e nesioania Ooiinmg O
: ' -mmpuy o Not deteoted
ot £ He arsigcio
unknown inpurits - (165
: ircedcnio ot LR,
- impuriny D ©Notmore 0.3% <L
= desiueu £ CJTe Gkt {3y, Mo BRI e
RN
= fmpuring A, L Nad nore 0.5%, SERRIN
|- Qovika A, 1 DM Glane 030 M v pide e
R
i~ impurity B Naot more 0.6%, oA
- dtisine B CHe dhee 0.6 %
Cedmpurity E L Not more 0.7%, g2
|- davia £ e Dl 07 0
- hmpurity F DN more .89 ENaIS
AT Ho dineee 18 ¢, VEeveer 5 asicieses o
GH e
- fmpuriny OP I Not more 1.1 %% RO
- Gonitera (€ P D He Glataee 1) 0% SN eowcg WEINIC N
ST
= impurity N Nat more 1.4% LK)
- doviunsa N e Olinaie 1,400 SMewea KITRRICH 1
i LIRS
- bmpurity (G H) - Not more 3.3% 030",
- oavifuene 5, H e Al 339,
- total fmpurities Not more 6,24, Confurn:

- SV GUMTEOR He dimeee 62 %, ficdpin




PosuHip cyen 60,0 No2482003_Crpaswua_4.jpg

Waatfocrered by Pharma ivion San ve e A0S

Losation: Buvuipas: Caa No (2% baphag

Prociae TR DY InX

vt Bt

et

PharmaVision
Bupadaeno: Wapa B Cn e T AL

Moo sz gwersas Lo o Presswar o © Lann o o

© Assay !

Kimactone sinnesieniis
L~ Cefdinir 95.0%-105.0% of label claim (2373 - 262.8

1~ Ledhonip mg/s ml} A

~
“I
joer

G ran 3 g

r

DI F03 0%, wio susetenol Kitoxocmi (2375
26285008

- Sodivwm bevizoute QUL0%-110.0% of label claing (4.3-5.5 my 3 mb G507,
- Flampidu: Gewioan VO% HTO0% civ susie ol Rigsrocai (4.3-3.5 3% me S ml oue 5w

RYRI ST

I da hrereby cerdfy that the abovementioned dara are rrasnwerthy and aceuraie. This product batch is
manufactured (packaging/dabelling included) under the quality control on the whovementioned wmanufecturing
site in full conformine with the GMP roquirements, established by the regulatory azency of Turkey ux well as
with the specification and control methods of the analytic-normarive docremenration, registered in Lkraine,
The protocals of manufactre, packaging and analysis are reviewed; canfaormity wich the GNP s estabdished.
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