CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg

IMpoxyxr: Ierpun, TabIeTKH, HOKPHITEIE IUIEHOTHOMH 060m04Ko#, 10 Mr

Batch No/ B2403886 Batch Quantity / 1 955KG/
Cepus Ne O06wem cepun 955 KI'
Analytical Report No / : 2002FP24002923 Date of Analysis / 30-11-2024
Ananutruecknii otaeT No JlaTa anannsa

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
[ara npou3ssoacrsa T'onen mo

Analysis performed according ND / Ananu3s nposeneH o HJI: TI N013283/01-130723

Ne Test / IloxkazaTens

Result / PesyabTaTsl

Specification / Hopma

Uncontrolled Copy

1 | Description / Onucauue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ KpyTipie TBOSKOBBINYKIIEIE
TabNeTKH, IOKPHITEIE INIEHOTHOH
obomnoukoii 6enoro uBeTa, ¢ pUCKOH
Ha onHO# cTopoHe. Ha monepednomM
paspese sapo Georo ygera.

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. / Kpyrmele HABOAKOBBIMYKIIEIE
TabIeTKH, TIOKPHITHIE IICHOTHOH

obomouxoit Oemoro wWiM 1OYTH OeEIoro
LBETa, C PHUCKOH Ha omHOH cropoHe. Ha
NONepPEeYHOM pa3pe3e aapo OT Oenoro mao
nouTH 6enoro seTa,

Remarks : The Product confirms to ND/

IIpameuanne: IIpoaykr cooTBeTCTBYET TpeboBanmam HJT

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
ITponyxrt: Herpuu, TabneTkH, DOKPEITHIE TUIEHOYHOM 000104K0#, 10 Mr

Batch No/ B2403886 Batch Quantity / : 955KG/
Cepus Ne Ob6sem cepun 955 KI'
Analytical Report No / : 2002FP24002923 Date of Analysis / . 30-11-2024
AnamutHyeckuii orzer Ne Jlara ananusa

Date of Manufacture / 10-2024 Date of Expiry / o 09-2027
JlaTa npou3BoaCcTBa Togen o

Analysis performed according ND / Ananu3s nposenen o HJI: IT N013283/01-130723

2 | Identification. Cetirizine / IlognunanocTs. IleTnpusnn

1. HPLC/B3XX

Complies as prescribed /
CooTBeTcTBYET TpEOOBaHHAM

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 ynep>xuBaHUs
OCHOBHOTO TIIHKa& HAa XpPOMATOrPaMMe
HCITBITYEMOTO pacTBopa JOIDKHO
COOTBETCTBOBATh BPEMEHH YIEPKUBAHWS
OCHOBHOTO [THKA Ha  XpOMaTOrpamme
pacTsopa CTaHIapTHOTO obpasua
UETHPH3HHA THOPOXJIOpUIA (pasmen
«KonuaecTBeHHOE OTIPENEIECHUEN).

2. UV spectrophotometry /
V®-criexTpodoromMeTpus

Complies as prescribed /
CootBeTcTBYET TpebGOBAHUAM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm ta 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of +2 nm. / V®-cnexrps
MOTNOIEHUSA HCIBITYEMOr0 pacTBopa H
pacTBOpa CTaHOapTHOTO obpasia
LETHPH3HHA THAPOXJIOpHAZ B OOINAaCTH OT
200 mo 400 HM DOKHBI MMETH MAaKCUMYMBI
[OTIIOMEHHA IPH OJHOH M TOH Xe ANHHE
BOJHEI C JIONMYCTUMBEIM OTKJIOHEHMEM + 2
HM.

Water / Boga

3.1% w/iw/3,1%

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

4 | Uniformity of dosage units /

OpnoponHocTs
A03UPOBaAHHUSA

54/54

Acceptance value (AV) should be not more
than 15.0 / Tlokasarensh IPHEMIIEMOCTH
(AV) nomxen 66T He Gonee 15,0.

5 | Dissolution / PacTBopenune

Unit-1/ Ta6n.-1 98%
Unit-2 / Tabm.-2 98%
Unit-3 / Tabm.-3 100%
Unit-4 / Tabn.-4 101%
Unit-5 / Tabun.-5 100%
Unit-6 / Ta61n.-6 97%

Not less than 80% (Q) of the labeled amount
of C;H,CIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAIBHOTO CONCPKAHMA
C,1H,5CIN,O3-2HCl (ueTnpuznHa
muruapoxiopun) gepes 30 MuH.

Remarks : The Product confirms to ND/
IIpameuanne: ITpoxgyxr coorBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3axmogenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

IponyxT: Lerpun, TabaeTkH, HOKPHITHIE MNEHOYHOH 060104K0MH, 10 Mr

Batch No / B2403886 Batch Quantity / 1 955KG/
Cepus Ne O61BeM cepun 955 KT’
Analytical Report No / : 2002FP24002923 Date of Analysis / 30-11-2024
Ananutuyaeckuii oraet Ne Jlara ananusa

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
Jata npoussoacTsa T'omen mo

Analysis performed according ND / Ananu3 nposeaes o HJI: I N013283/01-130723

6 |Related Impurities by HPLC/
PoncTBeHHBIE IPHMECH

Impurity A / Ilpumecs A

Impurity B / IIpumecs B

Impurity C / ITpumecs C

Impurity D / Tlpumecs D

Impurity E / IIpumecs E

Impurity F / ITpumecs F

Any individual unidentified
impurity / Jlrobast emuHMIHAs
HEHJCHTH(OUIMPOBAHHAS
TIPUMECh

‘| Not detected / He oOHapy»xcHa

Less than LOQ (LOQ =0.010%) /
Huxe npezena KOMUIECTBEHHOTO
onpegenenus (ITKO = 0,010%)

Less than LOQ (LOQ = 0.017%) /
Hike nipesena KOMUYECTBEHHOTO
onpenenenus (ITKO = 0,017%)

Not detected / e obHapyxeHa
0.03%/ 0,03%

Less than LOQ (LOQ = 0.041%) /
Hke mpenena KOSMYECTBEHHOTO
onpenenenus: (ITKO = 0,041%)

0.08% /0,08%

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6omnee 0,2 %

Not more than 0.2 % / He Gonee 0,2 %

Not more than 0.2 % / He Gonee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He Goxaee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Total impurities /
CymMa npumeceit

0.2%7/0,2%

Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / KonudecTBennoe
onpenelicHue

10.03 mg / 10,03 mr
100.3% / 100,3%

Not less than 9.0 mg and not more than 11.0
mg C21H25C1N203 2HC1 (Cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 mr
C,1H,5CIN,03-2HCI (ueTupusuHa
auruapoxmopun) B tabnerke (ot 90 % mo
110 % OT HOMHHAJIBEHOTO CONEPXKAHMUS).

Remarks : The Product confirms to ND/
IIpumeuanne: IponykT cooTBeTCTBYET TpeboBammsam HJ{

Conclusion : APPROVED /
3axuroaenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg

IponyxT: LeTpun, TabreTiu, MOKPHITEIE MIEHOYHOM 0001014K0#, 10 Mr

Batch No/ B2403886 Batch Quantity / : 955KG/
Cepus Ne 0O6BeM cepun 955 KI'
Analytical Report No / : 2002FP24002923 Date of Analysis / 30-11-2024
Ananutuieckuit oraeT Ne Hara ananmsa

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
JlaTa mpou3BOACTBA I'ogen oo

Analysis performed according ND / Ananuz nposenen no HI: IT N013283/01-130723

8 | Subdivision of tablets /
OaHOpPOAHOCTL Mace IPH
JeIeHAR TabJeToK

Complies as prescribed /
CootBeTcTBYET TPEOOBaHUIM

The tablets comply with the test, if not more
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 TpeGOBaHMAM,
ecmi He Oomee | emuHMYHA1 Macca
OTKIIOHsAETCA 32 Tpeaensl 85 % - 115 % ot
cpenHeit MacCHL Tabnerxku He
COOTBETCTBYIOT TpeboBaHHAM, ecnd Ooiee
yeMm | MHAMBUTYaTBHAs Macca OTKIOHAETCS
OT 3THX TmpenenoB wma, eccmi |
WHIMBHOyalbHas Macca OTKIOHAETCA 3a
npenenst 75 % - 125 % ot cpenHeit Maccrl.

Uncontrolled Copy

9 |Microbiological purity* / MukpoGuonornieckas YucToTa*

a) Total Aerobic Microbial
Count / Obmee ancno
23pOOHEIX MUKPOOPTaHU3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / Ob1mee 9ucno
JIPOXOKEBBIX U IUIECHEBBIX
rpu6oB

Not Applicable

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

¢) Escherichia Coli

Not Applicable

Shell be absent in 1 g/
OrcyrctBue B 1 1

Remarks : The Product confirms to ND/

ITpumeuanmne: IIponyxt coorseTcTBYeT TpeboBanuam HIL

Conclusion : APPROVED /
3axmogenne: OAOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....

Page 4 of 6

Printed Date & Time (IST):

30-11-2024 19:25:08




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg
TIpoayxr: LHeTpun, TabneTky, MOKPHITHIE TNEHOYHOH 000104K0i, 10 Mr

Batch No / B2403886 Batch Quantity / : 955KG/
Cepus Ne O6beM cepun 955 KI'
Analytical Report No / : 2002FP24002923 Date of Analysis / 30-11-2024
Ananurudeckuii otget No JlaTta aHanmmza

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
JlaTa mpou3BOACTBA l'onen no

Analysis performed according ND / Ananus nposeaes o H/I: II N013283/01-130723

10 | Packaging / Ynakoska 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / Ilo |in a carton. / Ilo 10 Tabmerox B
10 TabneTok B | IBX/TIBAX//amomuuneBoM Omuctepe. Ilo
MMBX/MBOX//anoMuHAEBOM 2 unn 3 OnucTepa BMECTe ¢ MHCTPYKIMEH mo
6muctepe. [Io 3 Gmucrepa BMecTE C | MPUMEHEHHIO ~ YTIAKOBAaHBI B IAYKy
WHCTpYKIMEH 10  NPHMEHEHHUIO | KapTOHHYIO.
YTIAKOBAHEI B NIa4Ky KAPTOHHYIO.

11 | Labeling / MapknpoBka According to ND / B cootsetcteiu ¢ H/J

12 | Storage conditions / At temperature below 25 °C. / [Ipu Temnepartype He Boime 25 °C.

XpaHeHue

13

Shelf life / Cpox rogaocTn

3 years/ 3 roga

*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 / [Iposodumcs npouzgooumenem npu 6bINYcKe NEPUOOULECKU. ONA
Kkadicoou 20-o1 cepuu umt ne menee 1 pasa é 200. Iloxazamenv modxcem Gotms He sxmoyer 6 Cepmugpuxam

ananusa Gupmol.

Remarks : The Product confirms to ND/
IIpumeuaanne: [Ipogykr cootBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axagenne: OJJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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