Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Iponykr: IleTpuH, TaOJIETKH, MOKPBITHIC IICHOYHOM 000104uK0i, 10 Mr

Batch No / B2401491 Batch Quantity / : 955.000 KG/
Cepust Ne O0beM cepuu 955,000 KI'
Analytical Report No / 2002FP24001158 Date of Analysis / : 14-05-2024
Ananutuyeckuid otuer Ne Jara anainza

Date of Manufacture / 04/2024 Date of Expiry / . 03/2027
Jlata npou3BoACTBa l'onen 5o

Analysis performed according ND / Ananus nposezaen mo HJI: TT N013283/01-130723

Ne

Test / Hoxka3aren

Result / PesyabTaThl

Specification / Hopma

1

Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisie TBOSIKOBBIITYKIIbIE
TabJIeTKU, MOKPHITHIEC TUIEHOYHOM
000I109KO# OeJIoro I[BETa, C PUCKOH
Ha oJHOU cTopoHe. Ha monepeyHom
paspese sapo 06esoro nBera.

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. / Kpyriele IBOSKOBBIYKIIBIE
TabJeTKH, IIOKPBITBIE IIJIEHOYHOMN
000JI0UKOM 0€eaoro MM Mo4YTH O€eynoro
1B€Ta, C PUCKOM Ha OjHOI cTopoHe. Ha
MOMEPEYHOM pa3pe3e SAApO OT Oesoro 0
IMOYTH OENIOro LBETA.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanmsiM HJJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 1 of 6

Printed Date & Time (IST): 15-05-2024 19:45:07




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Iponykr: IleTpuH, TaOJIETKH, MOKPBITHIC IICHOYHOM 000104uK0i, 10 Mr

Batch No / . B2401491 Batch Quantity / : 955.000 KG/
Cepust Ne O0beM cepuu 955,000 KI'
Analytical Report No / : 2002FP24001158 Date of Analysis / © 14-05-2024
Ananutuyeckuid otuer Ne Jara anainza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027
Jlata npou3BoACTBa l'onen 5o

Analysis performed according ND / Ananus nposezaen mo HJI: TT N013283/01-130723

2 | Identification. Cetirizine / Hogauuuoctn. IleTupusun

1. HPLC/B3XX

Complies as prescribed /
CooTBeTcTBYeT TpeOOBAHUAM

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 yaepxkuBaHUs
OCHOBHOTI'O IKa Ha XpomMarorpamme
HCIIBITYEMOIO pactBopa JIOJDKHO
COOTBCTCTBOBATL BPCMCHU  YIACPKUBAHUSA
OCHOBHOTI'O IMKa Ha XpoMarorpamme
pacTtBOpa CTaHIAPTHOTO obpasma
LETUPU3UHA TUAPOXJIOpHaA (pazmen
«KomnaecTBeHHOE onpez[ene}me»).

2. UV spectrophotometry /
Y®-cnekrpodoromerpust

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUSIM

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®-chnekrps
MOIJIOMICHHUA HCIBITYEMOIO pacTBOpa U
pacTtBopa CTaHIAAPTHOTO obpasma
HETUPU3MHA TUAPOXJIOpHIA B 00JacTH OT
200 no 400 HM DOMKHBI UMETh MaKCHUMYMBbI
MOTJIOUIEHHUS MPU OJAHOM U TOH XKe HJIMHE
BOJIHBI C JONYCTUMBIM OTKJIOHCHHUEM + 2
HM.

3 | Water / Boaa

2.7% wiw [ 2,7%

Not more than 8.0 % / He 6oxnee 8,0 %

4 | Uniformity of dosage units /
OaHOpPOaHOCTH
J03UPOBAHUA

5.6/5,6

Acceptance value (AV) should be not more
than 15.0 / Tloka3zarens NPHEMIIEMOCTH
(AV) nomxen ObiTh He Ooiee 15,0.
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5 | Dissolution / PacTBopeHnue Unit-1/ Ta6m.-1 100% Not less than 80% (Q) of the labeled amount
- of  C,H,CIN,O3-2HCI (cetirizine
- - 0,
Unit-2/ Ta6n.-2 103% | Gihydrochloride) after 30 min. / He menee
Unit-3 / Ta6m.-3 102% 80 % (Q) oT HOMHHAJIBHOTO COJAEPKAHUS
Unit-4 / Taon.-4 99% C21H25C|N203'2HC| (HCTI/IpI/I3I/IHa
' auruapoxiopun) yepe3 30 MuH.
Unit-5/ Ta6i.-5 100%
Unit-6 / Ta6.-6 103%
6 |Related Impurities by HPLC/
POI{CTBCHHLIC MMpUMECH
Impurity A / TIpumecs A Less than LOQ (LOQ = 0.019%) / Not more than 0.2 % / He 6omee 0,2 %
Impurity B / TTpumecs B I:;gﬁ;;i?;;?ﬁ?{gieg?fgigm Not more than 0.2 % / He Gomnee 0,2 %
Impurity C / ITpumecs C 001% /0.01% Not more than 0.2 % / He 6omnee 0,2 %
Impurity D / TIpumecs D Not detected / se oGHapyskena Not more than 0.2 % / He 6omnee 0,2 %
Impurity E / TIpumecs E Not detected / se o6Hapyskena Not more than 0.2 % / He 6omee 0,2 %
Impurity F / ITpumecs F 0.03% / 0.03% Not more than 0.2 % / He 6omnee 0,2 %
Any individual unidentified | Not detected / He oBHapysKeHa Not more than 0.2 % / He 6onee 0,2 %
impurity / JIrobas eauHudHas
HEHJICHTU(HUIIUPOBAHHAS 0.08%/0,08%
MpUMeECh
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6osee 2,0 %
CyMmma mipumeceit
7 | Assay / KoimmyecTBeHHOE 9.98 mg /9,98 mr Not less than 9.0 mg and not more than 11.0
ompeesieHne 99 8% / 99.8% mg C,1H,5CIN,O3-2HCI (cetirizine

dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 mr
C21H25C|N203'2HC| (HCTI/IpI/I?:I/IHa
murunapoxiopun) B tadmerke (ot 90 % mo
110 % oT HOMHHAJIBHOTO COAEPIKAHUA).
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8 | Subdivision of tablets /
OaHopoaHOCTH Macc MpH
eJeHUH TA0JIeTOK

Complies as prescribed / The tablets comply with the test, if not more
CooTBeTCTBYET TPEOOBAHUSIM 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. /
TabneTkn COOTBETCTBYIOT TPEeOOBAHMSIM,
ecii  He Oomee 1 enuHuyHas Macca
oTkiioHseTcs 3a npexnenst 85 % - 115 % or
CcpemHen MaccCHI. TabmeTkn HE
COOTBETCTBYIOT TpeOOBaHMSM, €Ciu OoJee
yem 1 HWHAUBUAYAJIbHASA MacCa OTKIIOHACTCA
oT OTHUX Mpeacion niu, eCcin 1
HHOVBUAYaJIbHasE MaccCa OTKJIOHACTCA 3a
npeznenst 75 % - 125 % ot cpenneii Macchl.

9 |Microbiological purity* / Mukpo6uosornyeckasi 4ucTora™

a) Total Aerobic Microbial
Count / O61mee uncio
a’pOOHBIX MUKPOOPTaHU3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / O61iee yucmo
APOXKIKEBBIX U IJICCHEBBIX
rpuboB

Not Applicable

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

¢) Escherichia Coli

Not Applicable

Shell be absentin1g/
OrcyrctBue B1r
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10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 2 Dblisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / TTo | in a carton. / TIlo 10 Tabmetok B
10 Ta0bJIETOK B | IIBX/TIBJX//amomunnesom Giuctepe. I1o
TMIBX/TIBIX//anmtoMuHIEBOM 2 niu 3 OrcTepa BMECTE C MHCTPYKIIUEH 110
omucrepe. Ilo 2 Gnuctepa BMecTe ¢ | IPUMEHEHHIO YIIaKOBaHBI B MMavKy
UHCTPYKIMEH 1O  IPUMEHEHHIO | KAPTOHHYIO.
YHaKOBaHEI B ITAYKy KaAPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootBerctBuu ¢ HJ|

12 | Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Bbiue 25 °C.

XpaHeHnue
13 | Shelf life / Cpox rognoctu 3 years/ 3 roma

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIposooumcs npoussooumenem npu svinycke nepuoOudecKu: s
kadxcoou 20-ou cepuu unu e menee 1 paza 6 200. Iloxazamens modcem o6vims He exatouer 8 Cepmughuxam

amanuza gupmol.
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