Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

[Ipoaykr: LlerpuH, TabneTky, HOKPHITEIE MIEHOYHOH 060104K0H, 10 MI

Batch No / : B2401732 Batch Quantity / : 955 KG/

Cepus Ne o Obbem cepun 955 KT" .

Analytical Report No / : 2002FP24001381 Date of Analysis / © 08-06-2024
Amnanutudgeckuit oruer Ne Jlata ananuza

Date of Manufacture / ¢ 052024 Date of Expiry / » 04/2027

JlaTta Ipou3BOCTBA I'onen 1o N

Analysis pertformed according ND / Ananus nposenen mo HJI: 11 NOI13283/01-130723

1 | Description / Onucanne White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrible 1BOSIKOBBIITYKJIbIE
TabJeTKH, TOKPHITHIE IIIEHOYHOH
obostoukoii Oenoro usera, ¢ pUCKOi
Ha 0JiHO# cTopoHe. Ha nomepeyHom
paspese sapo 6esoro 1gera.

Ne Test / IlokazaTenan

Result / Pe3ynbraTsl

Specification / Hopma

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 BOSKOBBITYKIIBIE
TabJICTKY, TOKPBITHIE IUICHOYHOM
oGoyioukoii ©Oemoro mIM moutH Henoro
IBeTa, C PHUCKOH Ha OAHOM cTopoHe. Ha
MOTEPEYHOM paspe3e sAPO OT 6eloro Ao
IIOYTH GEJI0TO I[BETA,

Remarks : The Product confirms to ND/

ITpumedanne: [IponykT cooTBeTCcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akaoyenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolied Copy

Product : Cetrine film-coated tablets 10 mg

CERTIFICATE OF ANALYSIS

CEPTUD®HKAT AHAJIU3A

Ilponykr: LerpuH, TabiieTku, HOKPHITEIE INIEHOYHOH 060104K0H, 10 MT

Batch No / B2401732 Batch Quantity / : 955 KG/ o
Cepust Ne O6nbem cepun 955 KI'

Analytical Report No / : 2002FP24001381 Date of Analysis / 08-06-2024
AHannTHuecKHi oTyeT No B Jara ananusa B

Date of Manufacture / 05/2024 Date of Expiry / 042027

JlaTa npou3sBoacTBa Tozen no

Analysis performed according ND / Ananys npogene_H no HJI: TIN013283/01-130723

" 2 | Identification. Cetirizine / Hoanunuocers. HeTupuszun

1. HPLC/B2XX

Complies as prescribed /
CooteTcTBYeT 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"). / Bpema ynepsxupauums
OCHOBHOTO IHMKa H4a XPOMAarorpamMme
HCIBITYEMOTO pacrsopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YACPKMBAHHA
OCHOBHOTO [HKA HAa  XPOMATOTpamMMe
pactBopa CTaHIApPTHOTO obOpasua
LETHPHU3HHA THAPOXJIOpHAA (pazgen
«KonnuecrBeHHoe onpeaeneHuey),

2. UV spectrophotometry /
Y®-cnektpodoToMeTpus

Complies as prescribed /
CooTBeTcTByeT TpeOOBaHHAM

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 mm. / V®-crektps
DOIJIONIEHHS MCTBITYEMOTO pacTBOpa M
pacTBopa CTaHAAPTHOTO obpasia
UETHPH3UHA TUAPOXJIOpHAa B 00JacTH OT
200 mo 400 HM JODKHBI UMETH MAKCHMYMBbl
MOTJIOIICHUA IIPU OJHOHW M TOH XK€ AIHHE
BOJIHBL C JOMNYCTHMbBIM OTKJIOHEHHEeM =+ 2
HM.

3 | Water / Boxa 2.8% wiw /2,8% Not more than 8.0 % / He 6oinee 8,0 %

4 | Uniformity of dosage units / 34/34 Acceptance value (AV) should be not more
OaHopoaHocTh than 15.0 / IlokxaszaTens NpPUEMIEMOCTH
A03UPOBAHUS (AV) momxen 6biTh He Oosiee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanme: IIpoaykr cooTBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....

Page 2 of 6

Printed Date & Time (IST):

11-06-2024 06:54:26




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| Iponykr: IleTpuH, TaGIeTKH, MOKPHITHIE MIEHOYHOM 060104K0H, 10 MI

Batch No/ B2401732 Batch Quantity / : 955 KG/
Cepust Ne O6bem cepru 955 KI"
Analytical Report No / : 2002FP24001381 Date of Analysis / ¢ 08-06-2024
AnamuTyeckui oryer No Jara ananuza
Date of Manufacture / 05/2024 Date of Expiry / 04/2027

| [laTa 1pou3BOACTBA Togen no

Analysis performed according ND / Ananuz nposenes mno HJT: T N013283/01-130723

5 | Dissolution / PacTBopenne

Unit-1 / Ta6:x.-1 96%
Unit-2 / Tabn.-2 96%
Unit-3 / Ta61.-3 99%
Unit-4 / Tabn.-4 98 %
Unit-5 / Tabmn.-5 98%
Unit-6 / Tabn.-6 96%

Not Iess than 80% (Q) of the labeled amount |
of C2|H25CIN203'2HC1 (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIBHOTO COJNEpPIKAHUA
C21H25C1N203'2HC1 (HCTI/IpI/IBI/IHa
auraapoxiopun) depes 30 MuH.

POHCTBeHHble puMecH

6 |Related Impurities by HPLC/

Impurity A / TIpumecs A

Impurity B / Ilpumecs B

Impurity C / Ilpumecs C

Impurity D / Ilpumecs D

Impurity E / Tlpumecs E

Impurity F / TTpumecs F

Any

HeMJCHTHQULHMPOBAHHAS
pUMech

individual unidentified
impurity / Jlro0Gasg enuHHYHAs

Not detected / He obnapyxena
0.02% / 0,02%
Not detected / He oOHapyKeHa
Not detected / ne o6HapyxeHa
0.05% /0,05%
Not detected / ne obHapykeHa
0.07%/0,07%

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

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

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

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

Total impurities /
CyMmmMma npuMeceit

0.2%/0,2%

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

7 | Assay / KoauyecrBennoe
omnpenejeHne

9.84 mg /9,84 mr
98.4% / 98,4%

Not less than 9.0 mg and not more than 11.0
mg C, H,5CIN,O;-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 mr
C,1H,5CIN, 04 2HCI (uerupusuna
nuruapoxyopun) B tabnerke (or 90 % nmo
110 % oT HOMUHANBHOTO COAEPXKAHU),

Remarks : The Product confirms to ND/
IpuMeuanue: IIpoaykT cooTBeTcTBYET TpeGoBanusam HJI

Conclusion : APPROVED /
3axmiouenune: OJOBPEHO

WI-GLOB-QA-0669-2.0

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

11-06-2024 06:54:26




Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

[MpoayxkT: IleTpuil, TabJIECTKH, NOKPLITbIE IIEHOYHONH 000104KOH, 10 Mr

Product ; Cetrine film-coated tablets 10 mg

Batch No / B2401732 Batch Quantity / : 955KG/

Cepust Ne B | Obbem cepnn 955 KI' -

Analytical Report No / : 2002FP24001381 Date of Analysis/ : 08-06-2024 i
AHanuTHyeckui oT9eT Ne Hara agannsa

Date of Manufacture / 05/2024 Date of Expiry / ¢ 04/2027

Jlara mpousBojacTBa Tonen no

Analysis performed accordir_lg ND / Ananu3 npoBeAcH 110 I—ﬁl‘[ NO013283/01-130723

8

Subdivision of tablets /
OIHOPOOHOCTE Mace MpHU
JeJeHMH TA0JIeTOK

Complies as prescribed /
CooTBeTCTBYET TpeOOBAaHUAM

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 TpeboBaHuaAM,
ccnu He  Gosece 1 cawHMuHag  macca
OTKJIOHsAETCs 3a npegenst 85 % - 115 % or
cpeanen MAaccChl. Tabnerkn He
COOTBETCTBYIOT TpeOOBaHUAM, eciiu (olee
yem | mHAMBUAYaibHAsS MACCA OTKJIOHAETCH
OT 3THX OpeAenaoB  wid, ecad |
WHJMBUyalbHas Macca OTKJIOHAETCS 3a
npenesns 75 % - 125 % or cpenreit maccsbl.

Microbiological purity* / MukpoGunosiornyeckas uncrora®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61iee gucio He 6onee 1000 KOE/r
a3p0OHEIX MHKPOOPTaHH3MOB

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

moulds count / Obuiee uucio
JIPOXKKEBBLIX M MIECHEBBIX
rpuboB

He 6onee 100 KOE/r

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OrcyrcTBue B 1 T

Remarks : The Product confirms to ND/
IIpumeyanue: IIpogykr coorBeTcTBYET TpebGoBanusaM H]T

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Printed Date & Time (IST): 11-06-2024 06:54:26




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[poaykr: 11eTpuH, Ta6aeTKH, HOKPHITHIE IEHOYHOH 0605104KOH, 10 MI

Batch No / B2401732 Batch Quantity / : 955 KG/

Cepust Ne B Obbem cepun 955 KI'

Analytical Report No / : 2002FP24001381 Date of Analysis / 08-06-2024 i
Apaymtuyeckuii oTyeT Ne JlaTta anammsa

Datc of Manufacture / 05/2021 Date of Expiry / 04/2027

JlaTa 1pou3BOACTBA T'ogen no

Analysis performed according ND / Aranus nposezeH 1o HJT: IT N013283/01-130723

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / Tlo | in a carton. / Ilo 10 Tabmetox B
10 TabJIETOK B | [IBX/TIBJIX//amoMuaneBoM Onucrepe. Ilo
MBX/TIBJ1X//antoMHHIECBOM 2 wnu 3 GnucTepa BMECTE ¢ HHCTPYKIHKEH 1o
6aucrepe. [lo 3 Onucrepa BMECTE C | HDUMCHEHHIO  YIAKOBAHBI B NAYKy
HHCTPYKIIMEH 1O  HPUMEHEHHIO | KapTOHHYIO.
YIaKOBaHbI B NAYKy KAPTOHHYIO.

11 | Labeling / Maplcupom?a According to ND / B cootsercteuu ¢ H/]

12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiue 25 °C.

XpaHeHue
13 | Shelf life / Cpokx rogHocTn 3 years / 3 roza

*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 npou3godumenem npu blHycKe HepuoOUYecKu. ons
Kascooii 20-o1i cepuu unu ne menee 1 pasa é 200. foxazamens mooicem 6uimo He sxniouen ¢ Cepmughurxam

aHanuza gupmol.

Remarks : The Product confirms to ND/
Mpumeyanue: [IponykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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