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AKTHBHICTb!
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CEPTH®IKAT AHAJII3Y

rOTOBOI MPOJYKIII

3-JIIHIP, nopowox ans opansHoi cycnensii, 250 mr/S mit; no | dnakony B ynakosu
5 ma cycnensii mictuts Lledainipy 250 mr

Homep peectpauiiisoro nocsinuenns B Yxpaini: UA/17849/01/01, unnne po 27.12.2024

Ne niuensii Ha BupoGuuurso: 09/28/2005 sin 09.02.2005 (Popma 28), Tepmin aii nogosxkeHo a0 08.02.2025,
Ceprudikar nonosskenns tepminy aii (Jluer npo 36epescenns niuensii) sin 07.02.2020, Homep ceptudikaty GMP:
042/2023/GMP, ununuii no 12.08.2024

TMakyBanus:

[103aTOPOM Y KapTOHHIH ynakosui

Cepis Ne:
Poamip cepii:

4373002
tnakon/nak. — 5250

Jara surotosnenns: 06/2024
Tepmin npupathocti: 05/2026

| ¢naxon 3 nopouikom ana npurotysanna 60 ma cycnensil y KOMIUICKTI 31 LWINPHLOM-

Tlokasunk Kpurepii npuitnarHocTi PesyabTaT

Onue Ilng _cyxoro ropowiky: >KOBTOro Kosbopy, | [ns  cyxoro  mopowky: Bianosinae,
rpaHynLOBaHMN MOPOLIOK 3  XapaKTepHHM | XOBTOTO KOJIbOpY rpaHyibOBaHHIH
3aMaxoMm. MOPOLIOK 3 XapaKTEPHHM 3aMaxoM. '
Ina BijHoBNEHOI cycneHsii: cycriensis 3nerka | JUia _BigHoBneHoi cycmensii: Bianosiznae,
MKOBTOr0 KOJbOpY. CYCMEH3is 3/1erka KOBTOro KoJibopy.

InenTudikauis Iedainip Hedainip
Yac yTpuMaHHA  OcHOBHOrOo miky Ha | Yac yTpHMaHHA OCHOBHOrO MIKy Ha
XpoMarorpaMi  JOCHI/DKYBAHOTO  PO3YMHY | XpOMATOrpami AOCHIKYBAaHOrO pPO3YHHY
meronoM BEPX y posnini "KinekicHe | meronom BEPX y posaini "Kinbkiche
BH3HAueHHA" TIOBHHEH BIAMOBINATH 4acy | BHM3HAYeHH:" BiANOBiAa€E yacy
YTPHUMYBAHHA Ha XpOMATOrpaMmi PO3UMHY | YTPHMYBAHHS Ha XpOMaTorpami PO34HHY
NOPiBHSHHA. NOPiBHAHHA.

pH Bin 3.2 no 4.8 342

0O6’em, wo Cepenne  3maueHHs  of’eMy  cycneHsii,

BHBIIBHAETHCA uTaArdyroi 3 10 d¢nakonie, craHoBuTs He | 100%

mentue 100% Bix 3a3HaueHo] KibKOCTI, a 06’ eM
CYCMEH3il, BHTATHYTOI 3 KOXHOI OKpeMoi
TUIALLIKH, CTAHOBMTH He MeHwe 95%  Big
MO3HAYEHOT KiNBKOCTI

OnHopiaHicTb MacH
A03

He Ginbue 2 mMac OKpeMHX 103 BiAXHIAETHCA
Bz cepentboi MacH 6inblu Hixk Ha 10 BincoTkin
| JOo#HA He BiaxunseTbea Ginbwl Hik Ha 20
BiZICOTKIB

Cepenns Bara = 6.097r
MiniMaibHe BiaxHieHHs = -1.620%
MakcumansHe Bigxunenss = 1.931%

PoauuHenHs He wmenwe 80% (Q) 3asHaueHoi kinbkocti | Cepenne = 100%
uedaiHipy pozunHseTses 3a 30 XBHIIHH
KinbkicHe Ins  eunycky: 237,50 mr no 262,50 wMr
BH3HAYEHH Lledninipa B 5 Ma cycnensii (95,0%-105,0% | 103.7%
3a3HaueHo! KiIbKOCTI).
[na tepminy npuaatHocti: 225,0 mr go 275,0
mr leduainipa B 5 mn cycnensii (90,0% -
110,0% 3a3HaueHO KibKOCTI)
Opraniyni Tiasoninauerun raiuvH okcum — He Ginblue 0,5% Tiasominauetin raiunt okcim — 0.075%
IOMILLIKH TiasonminaueTnn raiLMH  OKCHM  aueTanb -

TiazoninaueTwn railHH OKCHM aueTanb - He Giiblue

0.236%
Ledninipy cynsthoxcnn
BHABJICHHA

Tiasusoruii ananor uedai
BHABJIEHHA

3-MeTun uedainip — 0.11
Jomimka uedainipy | —u




Cropianena cnonyka A uedainipy (naxrod a 3 | CnopinHena crionyka A uedainipy A (1akToH a

BiAKPUTHM KinblleM LedauHipy)* 3 BIAKPHTHM Kinbuem uedanHipy)*
Cnopinnena cnomyka A uedainipy (naxton b 3 | Cnopiasena cnonyka A uedainipy A (naktoH b
BiAKpHTHM Kinbuem uedanHipy)* 3 BiOKpUTHM KinbueM ue@auHipy)*
Cropintena cnonyka A uedaidipy (nakton ¢ 3 | CnopiaHeHa cronyka A ueainipy A (1akToH ¢
BiIKpHTHM KinbLeM LedauHipy)* 3 BIIKpHTHM KinblieMm uepanHipy)*
Crnopinnena cnonyka A uedainipy A (nakton d 3 | CnopiaseHa cnonyka A uedinipy A (naxton d
BIAKPUTHM KibLeM LedauHipy)* 3 BiIKpUTHM Kinbuem uedaunipy)*— 0.616%

~ He Ginpuie 3,3%

7S-Ledainip — He Ginsue 0,2% 78-Leduinip — HiK4e MeXKi BHABJICHHA
Jlakton uedainipy — ne 6inpue 0,8% JlakToH ue(AiHipy — HIKUE MEXKi BUAB/JCHHA
Cnopinnena crionyka B uedninipy — ne Ginbwe | Cropignena cnonyka B uedminipy — Himkue
0,2% Me<i BUABNEHHA

Isokcazonosuii ananor uedninipy — ne 6imbute 0,5% | Isokcasonosuit ananor uedainipy - 0.154%
Homiwka uedainipy 2 — Hiks e Mexi BUABNEHHA
Homiuika uedainipy 2 — He Ginsiue 0,2% Iniokcanernii ananor ueduinipy — Hixue Mexi
[nioxcanesuii avanor uedainipy — xe 6inbwe 0,2% | BHABNEHHS

E-uedninip — HibK4e Mexi BUAB/IEHHS
E-uecninip — He Ginbiue 1,4% HexapGokcunosuit naktoH a wuedainipy 3
HexapGoxcunosuii nakToH a uedainipy 3 BiakputuM | BigkputuM kinbuem** Ta mekapGOKCIIOBHI
Kinbuem** Ta gexapGokcunosuif nakToH b | nakToH b uedaidipy 3 BiAKpHTHM KinbugM** —
uedainipy 3 BiokpHTHM Kinbuem** — e Ginbie wix | 0,306%

1L,1% Homiwka 3 ueainipy — Hibkue Mexi BUsSBNEHHS
Howmiwka uedainipy 3 — ve 6insie 0,2% Oxpewmi veinenTndikosani nomimkn — 0,077%
Oxpemi HeineHTHOIKOBaHI AOMIlUKH — He Ginblue
0,2% 3aranbHa KiibKicTh HOMilIoK — 1.43%
SaranpHiH BMicT JoMiliok — He Ginbiie 6,2%

Bara na mn Bin 1,00 no 1,25 r/mn 1.23 r/mMn

Mixpobiosnoriuni TAMC - e Ginswe 10° KYOsB 11 TAMC — menuwe 10° KYOsB 11

MexXi TYMC - ne Ginswe 12 KYOB I 1 TYMC - menme 102 KYOsB I r
Tatorenu: E.coli - BigcyThi

E.coli — noBunHi 6yTH BigcyTHIMH
ITpumiTkn: 3pasok Binnosinae BCTaHOB/IEHMM cTaHAAPTaM SKOCTI woao crieundikauii No: FPS/USP/373-002/S/R2

Llum s 3acsinuyro, wo nonaa Bulle iHPOpMALi € CrIpaBKHBOIO Ta TOYHO. Lig cepia npoaykuii 6yna BUroTorneHa,
BPaxoBylOuM MaKyBaHHA, MAPKYBaHHA Ta KOHTPOJIb AKOCTI, Ha BHIUE3a3Ha4YeHiH AiNbHULI Y NOBHIH BifnoBiAHOCTI O
sumor GMP (Hanexroi BupoGHu40i NpaKkTHKH) MiCLIEBOTO PeryaaTopHOro oprasy Ta 40 cneundikauii, HaBeneHHX y
peecTpauifiHoMy nocsinuenHi kpaiHu-iMnoprepa. [IpoTOKONH BHIOTOB/NEHHS, MaKyBaHHS Ta aHanizy cepii Gymu
neperisHyTi, Ta 6ya10 BU3HAYEHO iX BianosiaHicTs BuMoram GMP.
Oco6a, signoinaneHa 3a Bumyck cepii:
Inv’s  : K.C. llanmyram (K.C. Shanmugam)
TMocana: Crapumit kepisuuk — Bignin 3abesneuenns skocti

Minnuc : [MTionuc]
Hara :08.07.24

[Migroryeas Ilepeipus .+ VYxsajnus
IM’st Cimi I1. (Simi P) Biny Baprxese (Vinu Jau Tomac (Dan
Varghese) Thomas)
[Tocana KepiBuuk — Bigain koutponto Menemxep— Binain IMoMiYHHK KepiBHHKA —
AKOCTI KOHTPOJIIO SKOCTI Biagin kourpomnio
AKOCTI
Mignue [HTionuc] [HMionuc] [Mionuc]
[ara 27.06.24 27.06.24 08.07.24
[MMeuaTka:

«CAHC JIABOPATOPI3 [TPAUBET JIIMITE/I»
\NCE LABORATORIES PRIVATE LIMITED)
Koxysanan, 686 573, Kepana
Kozhuvanal, 686 573, Kerala)]
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O sance

Sance Laboratories Pvt. Ltd.

VII51B, P.B. No. 2, Kozhuvanal, Pala, Kottayam — 686 573, Kerala, India

FINISHED PRODUCT
CERTIFICATE OF ANALYSIS

NAME OF PRODUCT : 3-Dinir, powder for oral suspension, 250 mg/5 ml, in vials No1

Activity

: 5ml of suspension contains 250 mg of Cefdinir

Number of Registration certificate in Ukraine: UA/17849/01/01valid till 27/12/2024
Mfg. License No: 09/28/2005 from 09.02.2005(Form28), has been renewed to 08.02.2025, Certificate of renewal (Licence Retention
Letter) from 07.02.2020 , GMP certificate No: 042/2023/GMP valid till 12.08.2024

Packing  : 1 bottle with powder for preparation of 60 ml of oral suspension complete with a dosing pipette and leaflet in a
mono carton.
Batch No : 4373002
Batch size : Vials/packs - 5250
Mfg. Date : 06/2024
Exp .Date :05/2026
. TEST DETAILS LIMITS RESULTS
For dry powder : yellow coloured, granular powder with | For dry powder : Conforms, yellow coloured
Description characteristic odor. granular powder with characteristic odor.
For _reconstituted _suspension: slightly yellow coloured | For reconstituted suspension: Conforms,
suspension. slightly yellow coloured suspension.
Cefdinir
Cefdinir _
o o ) _ A.The retention fime of principal peak in te.i
AThe retention time of principal peak in test solution . .
) solution chromatogram by HPLC method in
chromatogram by HPLC method in section “Assay” should A ) . )
= ) ) section “Assay” is correspond to the retention
Identification correspond to the retention time in reference solution
time in reference solution chromatogram.
chromatogram. _
) B.The UV spectrum of the sample solution
B.The UV spectrum of the sample solution corresponds to )
) ) corresponds to that of standard solution, as
that of standard solution, as obtained in the assay. o
obtained in the assay.
pH 32048 342
The average value of the volume of the suspension extracted
from 10 vials is NLT 100% of the labeled amount and the

Deliverable volume

volume of the suspension extracted from each individual
bottle is NLT 95% of the labeled amount.

100%

Uniformity of delivered
doses

NMT 2 of the individual doses masses deviate from the
average mass by more than 10 per cent and none deviates

Average weight of 1 dose = 6.097g
Minimum deviation = -1.620%

by more than 20 per cent. Maximum deviation = 1.931%
. ) NLT 80% (Q) of the labeled amount of cefdinir is dissolved in
Dissolution
30 minutes. Average = 100%
For release: 237.50 mg to 262.50 mg of cefdinir in 5 ml of
5 suspension (95.0% -105.0% of the labeled amount). 103.7%
say

For shelf life: 225.0 mg to 275.0 mg of cefdinir in 5 ml of
suspension (90.0%-110.0% of the labeled amount).




Organic impurities

Thiazolylacetyl glycine oxime — NMT 0.5%

Thiazolylacetyl glycine oxime acetal - NMT 0.6%

Cefdinir sulfoxide — NMT 0.2%

Cefdinir thiazine analog - NMT 0.3%

3-Methyl cefdinir — NMT 0.7%

Cefdinir impurity 1 - NMT 0.2%

Cefdinir related compound A (cefdinir open ring lactone a)*,
Cefdinir related compound A (cefdinir open ring lactone b)*,
Cefdinir related compound A (cefdinir open ring lactone ¢)*,
Cefdinir related compound A (cefdinir open ring lactone d)* -
NMT 3.3%

7S-Cefdinir — NMT 0.2%

Cefdinir lactone - NMT 0.8%

Cefdinir related compound B - NMT 0.2%
Cefdinir isoxazole analog - NMT 0.5%
Cefdinir impurity 2 — NMT 0.2%

Cefdinir glyoxalic analog - NMT 0.2%

E —cefdinir —- NMT 1.4%

Cefdinir decarboxy open ring lactone a** and Cefdinir
decarboxy open ring'lactone b** - NMT 1.1%

Cefdinir impurity 3 - NMT 0.2%

Individual unidentified impurities — NMT 0.2%

Total impurities - NMT 6.2%

Thiazolylacetyl glycine oxime - 0.075%
Thiazolylacetyl glycine oxime acetal - 0.236%
Cefdinir sulfoxide - BDL

Cefdinir thiazine analog - BOL

3-Methyl cefdinir - 0.113%

Cefdinir impurity 1 - BDL

Cefdinir related compound A (cefdinir open ring
lactone a)*,Cefdinir related compound A
(cefdinir open ring lactone b)* Cefdinir related
compound A (cefdinir open ring lactone

c)* Cefdinir related compound A (cefdinir open
ring lactone d)* - 0.616%

7S-Cefdinir — BDL

Cefdinir lactone — BDL

Cefdinir related compound B - BDL

Cefdinir isoxazole analog - 0.154%

Cefdinir impurity 2 - BDL

Cefdinir glyoxalic analog - BDL

E —cefdinir - BDL

Cefdinir decarboxy open ring lactone a** and
Cefdinir decarboxy open ring lactone b** -
0.306%

Cefdinir impurity 3 - BDL

Individual unidentified impurities — 0.077%
Total impurities — 1.43%

Weight per mL 1.00 to 1.25 g/ml 1.23g/ml
TAMC-NMT 103 CFU/g TAMC- Less than 10CFU/g
) o TYMC-NMT 102 CFU/g TYMC- Less than 10CFU/g
Microbial limits
Pathogens: E.coli — Absent

E.coli — Should be absent

REMARKS: The sample complies with prescribed standards of quality with respect to Specification No: FPS/IUSP/373-002/S/R2

‘I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated / manufactured,
including packaging /labeling and quality control at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,

packaging and analysis records were reviewed and found to be in compliance with GMP’

Batch release authorization person:

Name : K.G-8hanmugam
Designation  : Sk Manager - QA
Signature AW
Date : 2 é\‘ oF \94’
/ Prepared By Checked By Approved By

Name Simi P Vinu Varghese Dan%

Designation Dy. Manager - QC M[au\ager -QC ger- QA L% .
A Paal
Signature (& : y /«,\: ==
Date a1lo B\&dﬁ AV
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AEP)KABHA CJIIYXKBA 3 JIIKAPCbKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m, KHEBI

npos. Haaii Ceitnuunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €OPTIOY 37079055

BUCHOBOK
Npo SIKiCTb BBE3€HOro B YKpainy jikapcsKroro sacoby

26.09.2024 Ne 50022/24/26

3-JXTHIP

(HaFMeHYBaHHR AikapchkoOro 3acoby 3riaHo 3 peccTpailiHKUN NocRinYeHIAM)
NOpomoK Aaf opanbHol cycnensil, 250 mr/S mia; no 1 gaaxony 3 mopomkom asis
npuroTysanns 60 ma cycnensii y komnuiexTi 3i lunpuuomM-a03aTopom y kaprousiii ynakosui

((opma Brmycky, 103yBAHNS, BHA MAKyDBaHHA AIKAPCHKOIO 3acoby)
Homep peectpauiiivoro nocsinsenns UA/17849/01/01 crpox nit peectpauitinoro nocsinvenns 27.12.2024
Cepia nikapcskoro 3acoby Ne 4373002 KinskicTb BBe3eHOro nikapcsxoro sacoy 5075

BupoGHHK Cenc JlaGoparopic IIst. JITn., Inzis

(natiMenynanns BupoGHKKa nikapcskoro 3acoby, KpaTHa NOXOKCHIIS)

BeeseHo 8 Ykpainy Axuionepue Topapucerso "Kulsmeanpenapar'', inewr. xon: 00480862

(nadimenysanns Ta ko 3a CAPTIOY jopunuumol ocobu abo npispuule, iM'a, no Gatbkoni (iznunol
0cobH - nianpuemus, It Micue NpoxuBaHUA Ta peccTpullifnui HoMep ofnikoBoT KAPTKK NNATHUKA
nojatkin aGo cepia Ta HoMEp nacnopra)

MpoToxoa sisyansnoroe koutpono sin 23.08.2024 Ne 2872/2.
Jla6opatopuuil anami3 AKOCTI ikapcbkoro sacofy saificHenuit:

JlaGoparopis dapmauesruuroro ananisy JI1 " depxasuuii excriepTunii uentp MinictepeTsa
OXOpOHH 310poB'a Ykpaiun" (03057, M. Kuis, syn. Autona Lenixa, 14; 03680, M. Kuis, Byn.
Muxonun Amocosa, 9)

(nafiMeHyBaHus Ta Micue3HaxoMkenHs naboparopil, wo nposena naGopaTropiil ananis akocTi)

- BUCHOBOK 040 AKOCTi Nikapcbkoro 3acoly, sunannii naboparopieio sia 25.09.2024 Ne 24/1242

Peaynstarh nabopaTopHOro aHamisy akocti Nikapcskoro 3acoBy 3a nepesipennmy nokasHukamu BIAMOBIAAIOTE
BHMOTaM METOZIB KOHTPO/IIO AKOCTI (aHaniTHYHO-HOPMATHBHOT ZOKyMeHTaLiT).

3a pesyneTaTaMM [EPKABHOTO KOHTPOIIO BCTAHOBJIEHO, wo Jnikapc¥kuit 3aci6 Bseseno v Ykpainy 3

AOTPpHMAaHHSA IMEESMQHORBCTA WOAD 3aBezneqenHa akocTi Aigbpceskux 3acofis.
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