CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg

ITpoayxrt: Ilerpun, TabneTky, TOKPHITHIE IUIEHOYHOH 060m0uKO0#, 10 Mr

Uncontrolled Copy

Batch No / B2402595 Batch Quantity / : 955KG/

Cepus Ne O6nem cepuu 955 KI"

Analytical Report No / 1 2002FP24001973 Date of Analysis / 30-08-2024
AHammTHYeCcKuit oT4eT No Jlara ananu3a

Date of Manufacture / 07/2024 Date of Expiry / 06/2027

Jlata npou3BozicTBa Toxen no

Analysis performed according ND / Ananus nposeaen mo HJI: IT N013283/01-130723

Ne Test / Iloka3aTein Result / Pe3yabTaThl Specification / Hopma

1 | Description / Onncanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisie ABOSIKOBBIIIYKIIBIE
TabJIeTKH, TOKPHITHIC INICHOTHOMH
obooukoii 6eroro nBeTa, ¢ pUCKOH
Ha oxHO# cTopone. Ha nonepeunom
paspese aapo 6enoro ugeTa.

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. / Kpyrisle ABOSKOBBIIYKIBIE
TabneTKH, TIOKPHITEIE IUICHOYHOH

obomoukoii Oemoro wmM ToO4TH Gemnoro
IBETa, C PUCKOM Ha oxuHoi cropone. Ha
MONCPEYHOM pa3pe3e AApo OT Oenoro Jo
MoyTH Oenoro nBeTa.

Remarks : The Product confirms to ND/

IIpameganne: ITpogykT cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3axmodenane: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
TIponyxT: IleTpuH, TabaeTKH, HOKPHITHIE IUIEHOYHOM 0601049K0#, 10 MI

Batch No / B2402595 Batch Quantity / 1 955KG/
Cepus Ne O6neM cepuu 955 KI'
Analytical Report No / : 2002FP24001973 Date of Analysis / : 30-08-2024
Ananutndeckuit ordeT No Jlata ananmu3a

Date of Manufacture / 07/2024 Date of Expiry / . 06/2027
Jara npou3BosicTBa T'oneH o

Analysis performed according ND / Ananus nposenen no HJI: TT N013283/01-130723

2 | Identification. Cetirizine / IlogimaRocTh. IleTRpR3AN

1. HPLC/B3XX

Complies as prescribed /
CootBercTByeT TpebOBaHHAM

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"). / Bpemsa ynepxwuBaHus
OCHOBHOTO INHK4 Ha XpOMAaTorpaMme
HCITEITYEMOTO pacTBopa AOJDKHO
COOTBCTCTBOBATh BPEMEHHM YACPKUBAHUSA
OCHOBHOTO IIHKA Ha XpOMAarorpamMme
pacTeopa CTaHAAPTHOTO obpasua
UETHPH3UHA THAPOXIIOPHAA (pazmen
«KonnuecTBeHHOE OIIPE/CNEHHEN ).

2. UV spectrophotometry /
Y®-cnextpodoromeTpus

Complies as prescribed /
CootsetcTBYyET 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. / V®-cnekrps
TIOTJIOIIEHHS. HCIEITYyEMOr0 pacTBopa H
pacTBopa CTaHAAPTHOIO obpa3sna
UETHPU3UHA THApOXJIOpHAa B 00macTu oOT
200 mo 400 HM DODKHEI HMETh MaKCHMYMBI
NOTJIOMICHHS. TTPH OXHOW M TOH K€ JUIMHE
BOJIHEI C JONYCTHMBIM OTKIOHEHHEM * 2
HM.

3 | Water / Bona

32% wiw/3,2%

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

4 | Uniformity of dosage units /
OpnoponHocTh
AO3MPORAHAN

54/54

Acceptance value (AV) should be not more
than 15.0 / IlokasaTen:r NPHEMIEMOCTH
(AV) nomxen GriTh He Goxnee 15,0.

Remarks : The Product confirms to ND/
IIpmmeganne: IIponykT coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3amouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....

Page 2 of 6

Printed Date & Time (IST): 31-08-2024 12:42:15




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
ITponyxr: IleTpus, TabneTky, DOKPEITHIE IUTeHOUHOH 06omoukoi, 10 Mr

Batch No / B2402595 Batch Quantity / 1 955KG/
Cepus Ne O6wem cepun 955 KI"
Analytical Report No / : 2002FP24001973 Date of Analysis / 30-08-2024
Ananutndeckmii oTyeT No JlaTa aHanu3a

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTa npou3BOACTBA T'onen no

Analysis performed according ND / Ananus nposenen mo HJI: IT N013283/01-130723

5 | Dissolution / PacTBopenue Unit-1/ Ta6m.-1 99% Not less than 80% (Q) of the labeled amount
3 0 of C21H25C1N203 -2HC1 (cetirizine
DRin2y latusg J00 dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 99% 80 % (Q) oT HOMHHAIBHOIO COJEpXaHHUA
- C,H,5CIN,0O5-2HCI (uetupusuna
Unit-4 / Ta6n.-4 58% IUruapoxopun) depes 30 MuH.
Unit-5 / Tabxn.-5 98%
Unit-6 / Tabn.-6 99%
6 [Related Impurities by HPLC/

PoncTBenHbIE NpHAMECH

Impurity A / IlpuMecs A

Less than Limit of Detection (LOD =

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

Impurity B / ITpumecs B

Impurity C / Tlpumecs C

Impurity D / Ilpumecs D

Impurity E / Ilpumecs E

Impurity F / IIpumecs F

Any individual unidentified
impurity / JIobas emuHHYHAA
HEUJCHTHDULHPOBAHHAS
IpHMEChH

0.005%) / Huxe npeaena
obrapyxenus (I10 = 0,005%)

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

0.03%/0,03%

Not detected / He obHapyxeHa

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

Not detected / He obHapyxeHa

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

Less than LOQ (LOQ = 0.023%) /

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

Hioxe npenena KONMYeECTBEINIONO
ompenenenus (ITKO = 0,023%)

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

0.07%/ 0,07%

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

Total impurities /
CyMma npumeceit

0.1%/0,1%

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

Assay / KonnyecTBeHHOE
omnpenesiecHAe

10.08 mg /10,08 mr
100.8% / 100,8%

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 o 11,0 mr
C,1H,sCIN,O5-2HC1 (uetnpuanna
auruapoxiopun) B tabmerke (or 90 % no
110 % OT HOMHHAJIEHOTO CONEPIKAHK).

Remarks : The Product confirms to ND/
IIpnmenanne: ITpoaykT COOTBETCTBYET TpeOoBanuaM HIT

Conclusion : APPROVED /
3axmogenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg

ITponmyxrt: IlerpuH, TabneTky, IOKPHITHIE IUIEHOYHOM 000mM0uKOi, 10 Mr

Batch No / : B2402595 Batch Quantity / : 955KG/
Cepus Ne Ob6seM cepuu 955 KTI"
Analytical Report No / : 2002FP24001973 Date of Analysis / : 30-08-2024
Ananutnueckuii otyer No JlaTa ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTta npow3BoaCTBA T"onen no

Analysis performed according ND / Ananus nposenen no HJI: IT N013283/01-130723

8 | Subdivision of tablets / Complies as prescribed /

JieJICHUA Ta0JIeToK

OnHopoaHOCTHL Macc mpH CooTBeTcTBYET TpebOBaHMAM

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. /
Tabierkd COOTBETCTBYIOT TpeOOBaHUM,
eci He Oomee 1 eauEM4YHas Macca
OTKJIOHAETCS 32 npexens 85 % - 115 % ot
cpenHeit MacCHL. Tabmerku HE
COOTBETCTBYIOT TpeOoBaHmsM, eciu 6oiee
yeM | HHOWBHAyAIBHAS MACCa OTKIOHSCTCH
OT O9TMX IpelenoB wm, ecmm |
UHMBHAyallbHAsS Macca OTKIOHJETCA 33
npegenst 75 % - 125 % ot cpeaneit Maccl.

Uncontrolled Copy

9 [Microbiological purity* / Mukpo6uooruyeckasi YHCTOTa®

a) Total Aerobic Microbial Not Applicable
Count / Obmree qucno
a3pOOHBIX MUKPOOPTaHH3MOB

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

b) Total Combined Yeast and Not Applicable
moulds count / OBmee uncio
JOPOJIKEBBIX ¥ IUIECHEBEIX
rpu6oB

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

c) Escherichia Coli Not Applicable

Shell be absentin 1 g/
OrcyrctBue B 1 r

Remarks : The Product confirms to ND/
IIpumedanue: [Tpoaykt cootBeTcTBYET TpeboBanmsam HJT

Conclusion : APPROVED/
3axaogenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg
IIpoayxrt: IleTpuH, TabaeTKH, IIOKPHITHIE INIEHOYHOM 00004Kk0i, 10 Mr

Batch No / B2402595 Batch Quantity / : 955KG/
Cepus Ne O6pem cepun 955 KI'
Analytical Report No / : 2002FP24001973 Date of Analysis / : 30-08-2024
Ananutnyeckuit otuer Ne Jara ananuza

Date of Manufacture / 07/2024 Date of Expiry / 1 06/2027
Jara npoussoacTea T'onen no

Analysis performed according ND / Ananus nporenen o HJI: TI N013283/01-130723

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / YnaxoBka 10 tablets in PVC/PVDC//aluminum
blister. 3  blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo |in a carton. / Ilo 10 Tabnerox B
10 Tabnerox B | [IBX/TIBAX//amomunuesom Gimcrepe. Ilo
IBX/TIB/IX//amoMrHIEBOM 2 win 3 6mucTepa BMECTE ¢ HHCTPYKIMEH 10
6nucrepe. Ilo '3 Gnucrepa BMECTE C | IDUMCHCHMIO  yNAKOBaHBI B HA4Ky
HHCTPYKIMECHA 10  [PUMEHCHHIO | KAPTOHHYIO.
YTIAKOBAHEI B 144Ky KAPTOHHYIO.

11 | Labeling / MapxnpoBka According to ND / B cootBetcTuy ¢ H/J

12 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype ue Brime 25 °C.

XpaHenne

13

Shelf life / Cpox rogaocTa

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 / [Tpogodumcs npotzeodumenem npu binycKe nepuodudecKy. Ons
Kasicooii 20-oti cepuu unu ne menee 1 paza 6 200. [Toxkazamens moxcem 6oims ne exmouen ¢ Cepmucpuxam

ananuza cupmol.

Remarks : The Product confirms to ND/
Ilpameaanne: [IpoaykT cooTBeTcTBYET TpeboBanusim HJI

Conclusion : APPROVED /
3axmogenne: OJIOBPEHO
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