Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3IA

Product : Cetrine film-coated tablets 10 mg

Iponykr: LleTpuH, TableTKH, MOKPBIThIE MIEHOYHOM 000m04KOo#, 10 Mr

Batch No / B2403647 Batch Quantity / : 955KG/
Cepust Ne O6weM cepuu 955 KT
Analytical Report No / 1 2002FP24002700 Date of Analysis / 31-10-2024
AnHanutudeckuii otder Ne JlaTa aHanuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
Hara npousBojacTea T'oneu no

Analysis performed according ND / Anamms nposegen mo HJI: TI N013283/01-130723

Na Test / IloxazaTean

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onncanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie IBOAKOBBIMYKJIIbIE
TabJIeTKH, TIOKPHITHIE TIEHOYHOM
000mo4koif 6enoro 1BeTa, ¢ pUCKOH
Ha ogHo# cTopoHe. Ha monepeunom
paspese saapo Gesnoro useTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one

side. White to off-white core on cross
section. / Kpyrnble JBOAKOBBIMYKIIbIE
TabNeTKH, TTOKPBITHIE MINEHOYHON

obonoukoit Oenoro wnu  noytu Oesoro
1BeTa, C PWCKOW Ha oAHON cTopoHe. Ha
ToMepedHoM  paspese a1po ot Gemoro 1o
MOYTH OENoro LBeTa.

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykr cooTBeTcTBYET TpeGoBanmsmM HJI

Conclusion : APPROVED /
3axmouenue: OJJOSPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

TIponykt: IleTpuH, TabieTKH, TOKPBIThIE TIEHOYHOH 060104KOM, 10 M

Batch No / B2403647 Batch Quantity / : 955KG/
Cepus Ne O0neM cepun 955 KI'
Analytical Report No / : 2002FP24002700 Date of Analysis / 31-10-2024
AHanuTuyeckuit otyet Ne JlaTta aHanuza

Date of Manufacture / 10/2024 Date of Expiry / 0972027
Jara mpouseoncTea T'onen go

Analysis performed according ND / Anamus nposegen mo HJI: TT N013283/01-130723

2 | Identification. Cetirizine / Ilogauanocts. Ilerupusun

1. HPLC/B32XX

Complies as prescribed /

COOTBCTCTByCT Tpe6OBaHI/I}IM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpems ynepkuBaHus
OCHOBHOTO TMMKa Ha  XpOMarorpamme
HCHBITYEMOTO pacTeopa JOJKHO
COOTBETCTBOBATL BPEMEHH  YyHEpXKHUBAHMS
OCHOBHOTO THKa Ha  XpomaTorpamme
pacteopa CTaHAapPTHOTO oGpasua
LETHPH3UHA THOPOXJIOpUAA (pasmen
«KomuecTeHHOE OMpeneneHue).

2. UV spectrophotometry /
Y®-criektpodoToMeTpus

Complies as prescribed /

CoOTBETCTBYET TPEOOBAHUIM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of +2 nm. / VY®-cnekTpst
MOTTIOWIEHH HCTIBITYyEMOr0  pacTBopa W
pacTeopa CTaHAAPTHOrO o0pasua
UETHPU3WHA THAPOXJIOpUAa B OONacTH OT
200 po 400 HM DOJIKHBI UMETh MaKCUMYMBI
TIOTJIOLIEHUS TIPU ORHOM W TOH XKe JITHHE
BOJIHBI C AONYCTHUMBIM OTKJIOHEHWEM + 2
HM.

3 | Water / Bona

2.6 % wiw / 2,6%

Not more than 8.0 % / He Goiee 8,0 %

4 | Uniformity of dosage units /
OagnopoaHocTh
NO3APOBAHNS

34/34

Acceptance value (AV) should be not more
than 15.0 / Tlokazatene mnpHEMIEMOCTH
(AV) nomxeH ouITh He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusm HT

Conclusion : APPROVED /
3axkaouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
ITponykr: Lletpun, TabiaeTkH, NOKPLITHIE IITEHOYHOH obostoukoit, 10 Mr

Batch No / B2403647 Batch Quantity / : 955KG/
Cepust Ne O6beM cepuun 955 KI'
Analytical Report No / : 2002FP24002700 Date of Analysis / 31-10-2024
AHanutu4ueckuii ot4eT Ne JlaTa ananuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
JlaTa npousBoncTra Toaen no

Analysis performed according ND / Aranus nposemen no HZI: TTN013283/01-130723

5 | Dissolution / Pacreopenne Unit-1/ Tabn.-1 100% Not less than 80% (Q) of the labeled amount
= = = of  C3H,55CIN,O5-2HCI (cetirizine
G il dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 94% 80 % (Q) oT HOMHHAIIBEHOTO COACPIKAHUS
Unitd/ Tabnod 99% C,Hy5CIN,O5-2HCI (ueTnpusuHa
gurugpoxiopun) yepes 30 MuH.
Unit-5 / Tabn.-5 98%
Unit-6 / Tabn.-6 97%
6 |Related Impurities by HPLC/
PoacTBeHHbIE IPHMECH
Impurity A / TIpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
= 0.005%) / Huxke npepena = P
Impurity B / TIpuimecs B oBuapysicerms (TTO = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C / TTpumecs C Not more than 0.2 % / He 6onee 0,2 %
= [+)
Impurity D / I1pumecs D I;Iess than LOQ (LOQS 0°0¥0%) / Not more than 0.2 % / He Gonee 0,2 %
HKe TIpeziesia KOMMYECTBEHHOTO
Impurity E / TTpumecs E onpeaenenus (ITKO = 0,010%) Not more than 0.2 % / He Sonee 0,2 %
Impurity F / ITpumecs F Less than LOQ (LOQ = 0.017%) / Not more than 0.2 % / He 6onee 0,2 %
H
{\ny .individual unidentified o:;;; ;221:: ?ﬁ(ggief)}? ]e ;{:/ZC)WO Not more than 0.2 % / He 6onee 0,2 %
impurity / JTio6as eauHudHas
e I pORAE A Not detected / He o6Hapy>keHa
TIpUMECh
0.05% / 0,05%
Less than LOQ (LOQ = 0.041%) /
Hwxe nipesiena KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0,041%)
0.07%/0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6omee 2,0 %
Cymma npumeceii
7 | Assay / KonnyecTBeHHOE 9.86 mg /9,86 mr Not less than 9.0 mg and not more than 11.0
ompeaeeHue 98.6% / 98.6% mg C,H,5CIN,O5-2HCI (cetirizine

dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 mr
C,H,5CIN,O;-2HCI (uernpusuna
avruapoxitopun) B tabnetke (ot 90 % mo
110 % oT HOMUHAIILHOIO COAEPIKAHK).

Remarks : The Product confirms to ND/
Ilpumeuanne; [Iponykr cootBeTcTBYET TpeGoBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg

ITpoaykr: [eTpyH, TabaeTku, MOKPLITHIE MIIEHOYHOMH 000510UK0i, 10 Mr

Batch No / : B2403647 Batch Quantity / : 955KG/
Cepust Ne O6beM cepuu 955 KI'
Analytical Report No / : 2002FP24002700 Date of Analysis / : 31-10-2024
AHanutuyeckuii oTuer No Jara ananuza

Date of Manufacture / 1072024 Date of Expiry / 1 09/2027
Jlata npousBoacTra ToneH no

Uncontrolled Copy

Analysis performed according ND / Anamus niposeaen mo HJI: TT N013283/01-130723

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more

JieJleHun TabJIeToK

OpHopoaHOCTE Macc PR CooTBeTcTBYET TpeOOBAHMAM than 1 individual mass is outside the limits

of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTku COOTBETCTBYIOT TpeOOBaHUAM,
ecii He Oomee 1 enWHWYHas Macca
OTKIIOHsETCA 3a mpenenst 85 % - 115 % ot
cpenHeit MAacChl. Tabnmetkn He
COOTBETCTBYIOT TpeboBaHMsiM, ecnn Oonee
yem | MHIMBUOYaIbHAs Macca OTKIOHIETCS
OT OTUX T[peAeNioB  win, econ |
HHJIUBMAYAIbHAA Macca OTKJIOHAETCS 3a
nipenesist 75 % - 125 % ot cpeaHelt Macchl.

9 |Microbiological purity* / MakpoGuonorudeckas 4mcrora*

a) Total Aerobic Microbial Not Applicable
Count / Obmmee uucio
a3p0o6GHBIX MUKPOOPTAHH3MOB

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total Combined Yeast and Not Applicable
moulds count / OGee yncno
JIPOMOKEBBIX U IIECHEBBIX
rpHboB

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) Escherichia Coli Not Applicable

Shell be absentin 1 g/
Otcytctere B I T

Remarks : The Product confirms to N/
ITpumeuanne: [TpoaykT cooTBeTcTBYET TpeGoBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Printed By: Prashanth Voladri Printed Date & Time (IST): 31-10-2024 16:13:09




CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
TIpoaykrt: IleTpuH, TabneTKH, MOKPBITHIE TUIEHOYHOM 0605109KOM, 10 MT

Batch No / B2403647 Batch Quantity / : 955KG/
Cepus Ne Obbem cepuu 955 KI'
Analytical Report No / : 2002FP24002700 Date of Analysis / 31-10-2024
AHaniutuyeckuit otuet Ne JlaTta aHanuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
Jata npousBojacTra I"open o

Analysis performed according ND / Ananus nposezen no HJT: TTN013283/01-130723

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / Ilo | in a carton. / Tlo 10 Tabnetok B
10 TabreTok B | [IBX/TIBOX//amomunnerom Oimcrepe. Ilo
MBX/TIB/IX//antoMuHiEBOM 2 unu 3 GnucTepa BMeCTE ¢ MHCTPYKUHEH NO
6muctepe. [To 3 Gnucrepa BMeCTe ¢ | MPUMEHEHHIO  YMAKOBaHBI B MAYKy
HHCTPYKIMEH 10  MNPHUMEHEHHIO | KAPTOHHYIO.
YNaKOBaHbI B 4Ky KAPTOHHYIO.

11 | Labeling / Mapkuporka According to ND / B cooteercteum ¢ HJJ,

12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbite 25 °C.

Xpanenune
13 | Shelf life / Cpok rogHocTu 3 years/ 3 roma

Uncontrolled Copy

*Test is performed periodically with the interval of 1 from 20 baiches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIposodumcs npouseodumenem npu évinycke nepuoOUHecKu. Osl
kaoicooi 20-oti cepuu wru ne menee 1 pasa 6 200. Illoxazamens mosicem 6vimyb He gxmoven ¢ Cepmuguxam

aHanuza gupmel.

Remarks : I he Product contirms to NLY/
ITpumeuanne: IIpogykt cooTBeTCTBYET TpebGosanusm HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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