CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

MponykT: LleTpHH, TabJaeTKH, HOKPHITHIE MIIEHOYHOI 06omouko#, 10 Mr

Batch No / B2403845 Batch Quantity / ¢ 955KG/
Cepust Ne O61BeM cepru 955 KI"
Analytical Report No / 2002FP24002901 Date of Analysis / 29-11-2024
AnanutHdeckuit otdeT Ne Jlara ananmsa

Date of Manufacture / : 10/2024 Date of Expiry / 0972027
JlaTa mpon3BoncTBa Topen o

Analysis performed according ND / Ananus nposezner mo H/I: [T N013283/01-130723

Ne Test / ITokazaTean

Result / PesynbTaThl

Specification / Hopma

Uncontrolled Copy

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie ABOAKOBEIIYKIIbIE
TabNeTKH, MOKPBITEIE MIICHOUHOH
00uuoukoi Genoro userd, ¢ puckoi
Ha ONHOH cTopoHe. Ha nomepeunom
paspese sapo 6en1oro usera.

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. / Kpyrnele ABOSKOBBIIYKIEIE
TabneTK, TTOKPBITEIE TTeHOUHO I

obonoukolt BHemoro wuau moutH  Gemoro
1BETA, C PHCKOH Ha ofHOW crtopoHe. Ha
MOIIEPEYHOM paspe3e AApo OT Oemoro 1o
o4ty Genoro BeTa.

Remarks : The Product confirms to ND/

Ipumeuanue: HpoaykT cooTBeTcTBYET TpeGoranusm HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

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

CEPTUOPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
IIpoaykt: LeTpHH, TabneTKH, MOKPLITHIE INIEHOYHOH 060104Ko#, 10 Mr

Batch No / B2403845 Batch Quantity / : 955KG/
Cepus Ne O6beM cepuu 955 KT
Analytical Report No / 2002FP24002901 Date of Analysis / : 29-11-2024
AHanuTHYeCKUH oTyeT Ne Jlata anamuza

Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027
JlaTa mpousBonCcTRa Tonew o

Analysis performed according ND / Anann3 nposegen o HJI: IT N013283/01-130723

Uncontrolled Copy

2 | Identification. Cetirizine / ITognmmuuocTs. IleTupniun

1. HPLC/B3XX

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHMAM ~

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 [MKa HAd XPOMATOrpaMMme
UCHBITYEMOTro pacTBopa JOIKHO
COOTBETCTBOBATL BPEMEHM yHEPKHUBAHHS
OCHOBHOTO IHK4 Ha XPOMaTorpaMmme
pacTBopa CTaHZaPTHOTO obpasua
LETUPH3UHA THAPOXIIOpHAa (pazaen
«KonnyecTBEHHOE ONPEIENCHUEY).

2. UV spectrophotometry /
Y®-cnexrpodoToMeTpHsL

Complies as prescribed /
CooTBETCTBYET TpeOOBaHHMAM

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®-cnekTps
[OTJIOLICHHUST HCIBITYEMOTO pacTBOpa K
pacTeopa CTaHA2PTHOTO o6pasna
LHEeTHPU3MHA THAPOXNOpHAAa B 06NacTH OT
200 mo 400 HM DOMKHEI HMETH MaKCHUMYMBI
TIOTJIOIIEHNS TIpU OAHOW W TOW XK€ HONuHE
BOJIHBI C JONMYCTHMBIM OTKJIOHEHHEM £ 2
HM.

3 | Water / Boaa

2.8% wiw /2,8%

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

4 | Uniformity of dosage units /

OxHopoaHoCTE
AO3MPOBAHHA

221722

Acceptance value (AV) should be not more
than 15.0 / TlokazaTtems mNpUEMIEMOCTH
(AV) noixen 661Th He Gonee 15,0.

5 | Dissolution / PacTeopenne

Unit-1/ Tabmn.-1 102%
Unit-2 / Tabn.-2 101%
Unit-3 / Tabmn.-3 101%
Unit-4 / Ta6n.-4 100%
Unit-5 / Tabn.-5 102%
Unit-6 / Tabn.-6 100%

Not less than 80% (Q) of the labeled amount
of  C;HyCIN,O;-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMMHANEHOrO COIEpKaHHs
C,H,5CIN,0;5-2HCI (ueTupn3nHa
JUTHApOXJIopuA) depes 30 MuH.

Remarks : The Product confirms to ND/

Mpumevyanue: ITpoaykT cootBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akawyvenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Ipoxnykrt: LlerpuH, TableTKH, TOKPHITEIE MIEHOYHOM 0607109K0H, 10 M

Batch No / B2403845 Batch Quantity / : 955KG/
Cepust Ne O0wemM cepuu 955 KI'
Analytical Report No / 2002FP24002901 Date of Analysis / 29-11-2024
Ananmutnyeckuii otuyer No JlaTa ananiza

Date of Manufacture / : 10/2024 Date of Expiry / 09/2027
Jlara npou3BoAcTBa Tonen o

Analysis performed according ND / Ananuz mposener o HJI: IT N013283/01-130723

6

Related Impurities by HPLC/
PoacTeeHHbIE MpUMecH

Impurity A / ITpuMecs A

Impurity B / TIpumecs B

Impurity C / ITpumecs C

Impurity D / [Ipumecs D

Impurity E / Hpumecs E

Impurity F / IIpumecs F

Any individual unidentified
impurity / JIrobast eguHudHAS
HeHICHTH(GUIMPOBaHHAA
npuMech

Not detected / He 06HapyxeHa

Less than LOQ (LOQ = 0.010%) /
Hiwxke npenena koaW4ecTBEHHOTO
onpenenenus (ITKO = 0,010%)

Less than LOQ (LOQ = 0.017%) /
Hike npenena KoIM4eCTBEHHOTO
onpeaenerus (ITKO = 0,017%)

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

Less than Limit of Detection (LOD =
0.015%) / Huxe npenena
obnapyxenus (ITO = 0,015%)

0.07%/0,07%

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

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

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

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

Total impurities /
CymMmMa npumeceit

0.2%7/0,2%

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

Assay / KonnyecrseHHoe
onpeneleHne

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

mg

C21H25C1N203‘2HC1

Not less than 9.0 mg and not more than 11.0
C,Hy5CIN,05-2HCI
dihydrochloride) in'tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 Mr

(cetirizine

(ueTupnzuna

maruapoxnopun) B Tabnerke (ot 90 % mo
110 % OT HOMHHAILHOTO COAEpKaHHs).

Remarks : The Product confirms to ND/

ITpumeuanue: [IpoAYKT cOOTBETCTBYET TpebobanusM HJT

Conclusion : APPROVED /
3axarouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

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

CEPTHUPUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

Ipoxnykt: LerpyH, TabNeTKH, NOKPBITHIE INIEHOYHOH obomoukoit, 10 Mr

Batch No / B2403845 Batch Quantity / 1 955KG/
Cepust Ne Obbem cepuu 955 KT’
Analytical Report No / 2002FP24002901 Date of Analysis / 29-11-2024
AHanuTHyeckni oTyer Ne JlaTa ananmsa

Date of Manufacture / : 10/2024 Date of Expiry / 09/2027
JlaTa npow3BoacTBa TogeH g0

Analysis performed according ND / Ananus nposenen no HII: [T N013283/01-130723

8 | Subdivision of tablets /
OnxHopoxHOCTL Mace NMPH
JeJJeHHH TabJeToK

Complies as prescribed /
CooTBeTCTBYET 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, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTk¥ COOTBETCTBYIOT TpeGOBAHHAM,
eciii He ©Oonmee | enwHWuyHas Macca
OTKIOHAETCA 3a npenenst 85 % - 115 % ot
cpenHeH MaccBhl. TabneTku He
COOTBETCTBYIOT TpeGoBaHUAM, eclin Oolee
dgeM | WHAMBHAYATbHAA Macca OTKJIOHAETCS
OT O3TUX IpemenoB umm, ecmd |
HHAMBHAYyalbHas Macca OTKJIOHAETCS 32
npenenst 75 % - 125 % ot cpenneit Macesl.

Uncontrolied Copy

9 |Microbiological purity* / MukpoGnonornueckas 4ncrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obmee yncno He 6onee 1000 KOE/r
a3pOOHEIX MHKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6uiee uncno He 6onee 100 KOE/r
JPOXOKEBBIX U MIIECHEBBIX

rprboB

c) Escherichia Coli Not Applicable Shell be absentin 1 g/

OtcytctBHe B 1 T

Remarks : The Product confirms to ND/

Tlpnmeuanne: IIpoayKT cooTBeTCTBYET TpebGoBanusm HJT

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

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

CEPTUDUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Ipoayxr: Letpun, TabneTKy, NOKPHITbIE IIEHOYHOM 0005109K0H, 10 M

Batch No / B2403845 Batch Quantity / : 955KG/
Cepust Ne O6neM cepuu 955 KI'
Analytical Report No / 2002FP24002901 Date of Analysis / 29-11-2024
ARanutnaeckui otuer Ne Jara ananmza

Date of Manufacture / : 10/2024 Date of Expiry / 09/2027
[ara mpon3BoacTBa Topen o

Analysis performed according ND / Ananus nposenen no HJI: TIN013283/01-130723

10

Packaging / Ynakoeka

10 tablets in PVC/PVDC//aluminum
blister. 2  Dblisters and patient
information leaflet in a carton. / ITo
10 TabJIeToK B
TIBXAIBAX//amoMuniesoM
6nucrepe. [To 2 Gnucrepa BMmecTe ¢
HHCTPYKUHEH M0  NIPUMEHEHHIO
YMaKOBaHEI B IAYKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 TaGnerok B
NBX/MIBJX//amomunneBom 6muctepe. ITo
2 vnu 3 GnucTepa BMECTE C HHCTPYKUHEH 11O
NpHMEHEHHIO  YNaKkOBaHbl B TAuKy

KapTOHHYIO.

11

Labeling / MapkupoBka

According to ND / B cooTBeTcTBHHE ¢ H]T

12

Storage conditions /
Xpanenue

At temperature below 25 °C. / IIpu Temneparype He Briie 25 °C.

13

Shelf life / Cpok rogrocTH

3 years/ 3 roma

Uncontrolled Copy

*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 / [Iposodumcst npouseooumenes npu €bINycKe nepuooUtecKu: ons
Kkazicoou 20-oii cepuu unu He menee 1 pasza é 200. llokazamenb modicem Gvims He sxmouen 6 Cepmuduxam

ananuza gupmel.

Remarks : The Product confirms to ND/
Tpumeuanue: [TpoaykT cooTBeTcTBYET TpeGoBanusam HJJ

Conclusion : APPROVED /
3axnarovenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Printed Date & Time (IST):
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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