Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

"Product : Cetrine film-coated tablets 10 mg

Nlpoayicr: Lerpun, TabaeTiu, nokpbIThie IueHOMHOH 060m01Koi, 10 Mr

Batch No / B2303293 Batch Quantity / : 955.00 KG/
Cepust No - - O6beM cepuu 955,000 KI'
Analytical Report No / 2002FP23002378 Date of Analysis / 16-10-2023 o
Anamutnyeckuii oTueT No Jlara aHanmmza
Date of Manufacture / : 09/2023 Date of Expiry / 08/2026
Jara npoussoacTea l'omen mo N

I1 N013283/01 ot 13.07.2023

Analysis performed according ND / Anamus nposenes o HJ1: I1 N013283/01 dt 13.07.2023 /

Ne Test / [IoxazaTenn

Result / PesynbTaTnl

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrisic IBOSIKOBBIITYKIIBIC
Ta0JETKM, MOKPHITHIE TUICHOYHOM
060oouKoif 6e10ro UBETa, ¢ PUCKOH
Ha OJHO¥M cTopoHe. Ha nomepedHom
paspese sixpo Oenoro LBeTa.

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. / Kpyrasle JBOSKOBBITYKIIbIC
TabIeTKy, [TOKPBITHIE IUIEHOYHOR
ofbonouxor  Genoro MM oyt Bernoro
LIBETA, C PHCKOM Ha OOHOM cropone. Ha
MOTIEPEYHOM paspe3c 4apo oT Oenoro Jo
noyTH 6eJI0ro LBETA.

Remarks : The Product confirms to ND/
IIpnveuanne: [IpoaykT cootBeTcTBYET TpeboBammsam HJL

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

“Product : Cetrine film-coated tablets 10 mg
Npoayier: Lierpuu, Tabnerkm, MOKPsITLE IICHOYHOH 06onoukoi. 10 Mr

Batch No / :  B2303293 Batch Quantity / : 955.00 KG/
Cepus Ne O0beM cepuu 955,000 KI' N
Analytical Report No / 2002FP23002378 Date of Analysis/ ¢ 16-10-2023

| AHanuTHueckuii oTueT No Jlara ananusa -
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026

Jara mpousBoacTea l'opmen mo

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposeaer o H/1: I1 N013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / [logmiaHocTs. LleTupusin

1. HPLC/B3XX

Complies as prescribed /
CootBercTByeT 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 ynepxuBaHus
OCHOBHOTO THMKa HAa  XpPOMaTorpamme
HCIIBITY €MOTO pactsBopa JIOIDKHO
COOTBETCTBOBATH BPECMCHH  yACPKMBAHUA
OCHOBHOTO TIMKa HAa XpPOMaTtorpaMme
pacTBopa CTaHJAPTHOTO obpasua
LETUPU3UHA HAPOXIIOPUAA (paszmen
«KonumuecTBeHHOE ONPEAETICHUEY ).

2. UV spectrophotometry /
YO-criektpodoromeTpust

Complies as prescribed /
CooTBercTBYyET TPeOOBAHUAM

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. / Y®-cnexrps
MOMJIOLIEHWS HCIIBITYEMOTO PacTBOpa H
pactsopa CTaHJAPTHOTO obpasua
LETUPU3UHA TUAPOXJIOpMAa B 00IAacTH OT
200 no 400 HM DOMKHBI MMETh MAKCHMY MBI
MOTTIOICHHSL TIPU OJAHOM W TOM KE UTHHE
BOJIHBI C JOMYCTUMBIM OTKIOHCHHEM + 2
HM.

3 | Water / Boaa

3.3% w/w /3.3%

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

4 | Uniformity of dosage units /
OaHopoaHoCTD
JI03UPOBAHSI

3.8/3,8

Acceptance value (AV) should be not more
than 15.0 / Tlokasatens nDpPHUEMIEMOCTH
(AV) momxen 6biTh He 6onee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: [1ponyxTt cooTBeTcTBYET TpeboBanmaM HJ|

Conclusion : APPROVED /
3aximwouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

| Product : Cetrine film-coated tablets 10 mg

Mpoayicr: Llerpun, TabneTiu, NOKPLITHIE IUIeHOUHOH 06010uKk0H, 10 Mr

Batch No / B2303293 Batch Quantity / : 95500 KG/
Cepua Ne o O06BeM cepHH 955.000 KI'
Analytical Report No / 2002FP23002378 Date of Analysis / 16-10-2023
Amnanuruyeckuii oTuyet No Jara ananuza

Date of Manufacture / : 09/2023 Date of Expiry / 08/2026
Jara nmpoussoacTea ['ogmen o

Analysis performed according ND / Ananuz lTpOBe_ZIeH no HJI: I1 N013283/01 dt 13.07.2023 /

ITN013283/01 ot 13.07.2023

5 | Dissolution / PacTBopenne

Unit-1/ Tabn.-1 99%
Unit-2 / Tabn.-2 98%
Unit-3 / Tabm.-3 99%
Unit-4 / Tabn.-4 97%
Unit-5 / Tabm.-5 96%
Unit-6 / Tabm.-6 99%

Not less than 80% (Q) of the labeled amount
of  C,HysCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMUHANBHOTO COJEPIKAHUS
C,Hy5CIN,O53-2HCI (weTupuzuHa
Jquruapoxopun) epes 30 MuH.

6 |Related Impurities by HPLC/
PoacTBeHHbIE IPUMECH

Impurity A / Ipumecs A

Less than Limit of detection

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

Impurity B / [Tpumecs B

Impurity C / [Tpumecs C

Impurity D / I[Tpumecs D

Impurity E / [Ipumecs E

Impurity F / [1pumecs F

Any individual unidentified
impurity / Jlrxobas exuHuuHas
HEHACHTU()HMILIMPOBAHHAS
[PUMECH

(LOD=0.005%) / Hwxe nipepena
obuapyxenus ([10 = 0,005%)

0.02% / 0,02%
Not detected / He oOHapyxeHa
Not detected / e obHapy»ceHa
0.04% / 0,04%
Not detected / He oOHapyxeHa
0.09%/ 0,09%

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

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

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

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

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

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

Total impurities /
Cymma npumecei

0.1% /0,1%

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

Assay / KonnuecTBennoe
omnpe/esieHne

9.88 mg /9,88 mr
98.8% 98,8%

Not less than 9.0 mg and not more than 11.0
mg C21HpsCIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C2 1 H25C1N203 -2HCI (I.[GTI/IpI/ISHHa
auruapoxaopun) B tabnerke (ot 90 % mo
110 % 0T HOMMHAILHOTO COMEPIKAHK).

Remarks : The Product confirms to ND/
INpumeuanne: [lpoaykr cooteeTcTByeT TpeboBarmsM HJL

Conclusion : APPROVED /
3akmouenne: OOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

17-10-2023 10:29:16




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIN3A

| Product : Cetrine film-coated tablets 10 mg

| Npoaykr: Llerpus, TabneTKy, MOKPHITHIE TUICHOYHOH 060/104K0#, 10 Mr

Batch No / B2303293 Batch Quantity / : 955.00 KG/
_Cepus Ne O6rem cepun 955,000 KI"

Analytical Report No / 2002FP23002378 Date of Analysis / 16-10-2023

Awnamuruucckuii otueT No Jlarta aHanuza ]
Date of Manufacture / : 0972023 Date of Expiry / 08/2026

Jara mpoussoacTea ['oaeH o

I1N013283/01 or 13.07.2023

Analysis performed according ND / Ananus niposesnen mo HJL: 1T NO13283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
OpHopoaHOCTL MACC TPH
JACJIEHHN TA0/1eTOK

Complies as prescribed /
CooTsercTBYET TpEOOBAHUAM

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, il 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTky  COOTBETCTBYIOT — TpeGoBaHMAM,
ecii He Oonmee 1 eauHuMHaa macca
OTKJIOHsIETCs 3a npeaensl 85 % - 115 % or
cpeaHeH MacCHL. TaGnetkn HE
COOTBETCTBYIOT TPeOOBaHMsIM, ecliu 6osee
yeM | MHAMBHUAYAabHAsA Macca OTKJIOHACTCS
OT O3THUX MNOpPSHeNIOB WM, ecnd |
WHIUBUIyQTbHAS Macca OTKIIOHACTCS 3a
ripezenst 75 % - 125 % ot cpeaHeit Macesl.

9 |Microbiological purity* / Mukpo01o/IOrnyecKas 4nucrora*

moulds count / O6mee uucao
JPOMOKEBBIX M IUICCHEBBIX
rpuboB

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6wee uucio He 6onee 1000 KOE/r
a3pOOHBIX MHUKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /

He 6onee 100 KOE/r

c) Escherichia Coli Not Applicable

Shell be absentin 1 g/
OrcyrcTBre B 1 T

Remarks : The Product confirms to ND/

Npumeuanne; [lpoaykt coorseTcTyeT TpeboBarmam HJL

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIH3A

Product : Cetrine fihn-coated tablets 10 mg
Lpoaykr: Lietpus, TabneTin, NoKpLIThic nieHouHoH 06004K0M, 10 Mr

: 955.00 KG/

Batch No / B2303293 Batch Quantity /
| Cepus Ne O6neM cepHH B 955,000 KI" N
Analytical Report No / 2002FP23002378 Date of Analysis/ 16-10-2023
Ananuruueckuii oTaeT No Jlata aHanmmza
Date of Manufacture / : 09/2023 Date of Expiry / 08/2026 ]
Jara npownssoacTea [ouex 1o

| [IN013283/01 ot 13.07.2023

Analysis performed according NI/ Ananuz mposeaen o HJ1: [1N013283/01 dt 13.07.2023 /

[ 10 Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3  blisters and patient
information leaflet in a carton. / Ilo
10 TabJIETOK B
[IBX/TIBJIX//amoMurrieBOM
onvcrepe. [lo 3 Gnuerepa Bmecie ©
MHCTPYKIMEH IO  NPUMEHCHHIO
yNaKOBaHbI B MAYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
MNBX/TBAX//amomurnesoM 6auctepe. 1o
2 win 3 GircTepa BMECTE C MHCTPYKLMEH 110
LIPUMCHCHHMIO ~ VYIIAKOBAHbI B 11A4Ky

KapPTOHHYIO.

11 | Labeling / Mapkuposka According to ND / B cootsercreum ¢ H/1

12 | Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Boiure 25 °C.
Xpaunenne

13 | Shelf life / Cpox rogHocTn 3 years /3 roxa

*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 / IIpogodumcs npouseoOumenem npi GbINYcKe nepuoOUyecKu; O
Kaoicooil 20-0ii cepuu unu ne meree 1 pasa 6 200. lokazamens modcem 6vimo He 6xmoyer 6 Cepmughuxam

aHanusa Qupmbl.

Remarks : The Product confirms to ND/
Ipumeyanne: [1poayKT COOTBETCTBYET Tpebosarmam HJL

Conclusion : APPROVED /
3axnuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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