CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

IIpoayxt: LHeTpun, TabneTku, MOKPHITHIE MIeHOYHOM 060m04K0#H, 10 Mr

Uncontrolled Copy

Batch No / B2402300 Batch Quantity / : 955KG/
Cepus Ne O6BeM cepun 955 KI'
Analytical Report No / 2002FP24001865 Date of Analysis / 31-07-2024
Adanutudyeckuii oryet No JlaTa aHanu3a
Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTa npou3BoACTBa Tonex mo
Analysis performed according ND / Ananus nposeaen no H/I: II N013283/01-130723
Ne Test / IlokazaTean Result / PesyasTarsr Specification / Hopma
1 | Description / Onncanue White colored, round, biconvex film- | White or off-white colored, round, biconvex

coated tablets with a break line on
one side. White core on cross section.
/ Kpyrnble BOSKOBBITYKITBIE
TabIeTKH, TOKPHITHIEC MIIEHOYHOM
00071049K0¥ OEJI0T0 LBETA, C PUCKOM
Ha ofHo# cropone. Ha nonepeynom
paspese aapo 6eroro uBeTa.

film-coated tablets with a break line on one

side. White to off-white core on cross
section. / Kpyrisle JBOSKOBEIIYKJIBIE
TabIeTKH, TOKPBITHIE TUTEHOYHOH

00omouKkoil Genoro Wi TouTH Oenoro
[BeTa, ¢ pUCKOH Ha oxHOH cropone. Ha
TIOIIEPEYHOM pa3zpese sapo OT Oenoro Ao
10YTH O€eJIoro 1BeTa.

Remarks : The Product confirms to ND/

IIpumeuanne: IIpogykT cooTBeTCTBYET TpeboBaHmsmM HJI

Conclusion : APPROVED /
3axaruenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Iponykr: IleTpun, TabIETKH, MOKPHITHIE IIEHOYHOH 000s109Koi, 10 Mr

Batch No / : B2402300 Batch Quantity / 1 955KG/
Cepus Ne O6weM cepuu 955 KI'
Analytical Report No / : 2002FP24001865 Date of Analysis / : 31-07-2024
Anamutuueckuii orger No IaTta aHanu3a

Date of Manufacture / 1 0772024 Date of Expiry / : 06/2027
JlaTa npon3BOICTBA Tonen no

Analysis performed according ND / Ananus nposenen nio HJI: ITIN013283/01-130723

2 | Identification. Cetirizine / IlonnnHHocTs. IleTHpH3MH

1. HPLC/B3XX

Complies as prescribed / The retention time of the main peak in the

CooTBeTCTBYET TpeOOBAHUAM 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 ynepikuBaHMA
OCHOBHOTO @HMKa HA  XpOMaTorpamMMe
HCIBITYEMOTO pactBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH YAEPKHUBaHKA
OCHOBHOTO IHMKa Ha  XpOMaTrorpamMMe

pacTBOpa CTAaHIapTHOTO obpasima
LeTHPU3UHA rUOpOXJIOpUIa (pazmen
«KonMYecTBEHHOE ONPEICTICHYER).
2. UV spectrophotometry / Complies as prescribed / The UV-spectrum of the test solution and
Y®-crexrpodoromeTpus CootBercTBYET TpEOOBAHISIM 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®-cnekTpsl
[OIVIOWIEHHST HCIBITYEMOro pacTBopa U
pacTBOpa CTaHIZapTHOTO obpasma
HETHPU3MHA THAPOXJIOPHAA B 0OONacTH OT
200 mo 400 HM HOKHBI UMETh MAaKCUMYMBI
MIOTIIOIIEHUS TIPX ONHOH M TOH e JIHHE
BONTHEI C JOIyCTAMBIM OTKIOHEHWEM + 2

HM.
3 | Water / Boxa 3.5%/3,5% Not more than 8.0 % / He 6onee 8,0 %
4 | Uniformity of dosage units / 54/54 Acceptance value (AV) should be not more

OnHopoaHocTh
[J03UPOBAHUS

than 15.0 / IlokaszaTens IIPHEMIIEMOCTH
(AV) nomxen 68T He 6oiee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: Ipogykt cooTrercTByeT TpebopanmsaM HJI

Conclusion : APPROVED /
Zaknrouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

IIpoaykt: IleTpuH, Ta0IETKH, DOKPHITHIC IUIEHOYHOH 060m0uKoi, 10 Mr

Batch No / B2402300 Batch Quantity / : 955KG/
Cepust Ne O06bem cepur 955 KI'
Analytical Report No / 2002FP24001865 Date of Analysis / 31-07-2024
AHanuthueckuii oryeT Neo JlaTa aHanu3za

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
Jlata npon3poscTBa Tonen oo

Analysis performed according ND / Ananus nposenes no HJT: TI N013283/01-130723

5 | Dissolution / PacTBopenne

Unit-1/ Ta6m.-1 100%
Unit-2 / Tabmn.-2 102%
Unit-3 / Ta6i.-3 101%
Unit-4 / Tabmn.-4 102%
Unit-5 / Tabn.-5 101%
Unit-6 / Tabn.-6 98%

Not less than 80% (Q) of the labeled amount
of  C;H,5CIN,05-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHAJIBHOTO COAEPIKAHMS
C,1H,5CIN,0O5-2HC1 (uetnprsnHa
nuruapoxiopun) yepes 30 MuH.

Related Impurities by HPLC/
PoncTBeHHBIE IPHMeECH

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B

Impurity C / IIpumecs C

Less than Limit of Detection (LOD =
0.005%) / Hixe npenena
obuapyxenus (I10 = 0,005%)

Less than LOQ (LOQ = 0.010%) /

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

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

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

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

Impurity D / ITpumecs D

Impurity E / Tlpumecs E

Impurity F / Ilpumecs F

Any individual unidentified
impurity / Jlrob6as eavHUIHAs
HeneHTHQUIHUPOBAHHAS
MpUMECH

Huxe npenena KonHycCTBEHHOTO
onpeaenenns (ITIKO = 0,010%)

Not detected / He o6HapyxeHa

Not detected / He obHapy>KEHA

Less than LOQ (LOQ = 0.023%) /
Hike npenena KOIHYECTBEHHOTO
omnpexenenus (ITKO = 0,023%)

Less than Limit of Detection (LOD =

0.015%) / Hmxe mpenena
obuapyxenus (I10 = 0,015%)

0.07%/0,07%

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

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

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

Total impurities /
Cymma npumMeceit

0.1%7/0,1%

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

Assay / KonugecTBenHnoe
onpejesieHue

10.07 mg/ 10,07 mMr
100.7% / 100,7%

Not less than 9.0 mg and not more than 11.0
mg C,,H,5sCIN,O5-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr o 11,0 mr
C,1H,5CIN,05-2HC1 (ueTupusnHa
nuruapoxiopun) B tabaerke (ot 90 % mo
110 % OT HOMHUHATIEHOTO COACPXKAHMA).

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanmsaM HJT

Conclusion : APPROVED /
3aknouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Ipoaykr: erpun, TabneTky, HOKPEITHIE IIEHOYHOH 000104K0i, 10 Mr

Batch No / B2402300 Batch Quantity / : 955 KG/
Cepus Ne O06BeM cepu 955 KI'
Analytical Report No / 2002FP24001865 Date of Analysis / 31-07-2024
Anganutnieckui otdet No JlaTta aHanu3a

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTa mpou3BOIACTBA ToxgeH oo

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

8 | Subdivision of tablets /
OnHOpOAHOCTH Macce IpHU
JelIeHHH Ta0JIETOK

Complies as prescribed /
CooTBeTcTByET TpeOOBaHHIM

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. /
TabmeTK COOTBETCTBYIOT TpeOOBaHIIM,
ecnmi He Oomee | eauHMYHAs Macca
OTKJIOHSIETCA 3a npenensl 85 % - 115 % or
cpenser MACCBI. " TabnmeTkn He
COOTBETCTBYIOT TpeboBaHMAM, ecnu Oonee
geM | MHOUMBUAYanbHAs MAacca OTKIOHIETCS
OT 9TMX MpemesNoB winM, ecam 1
WHOUBHAyalbHAas Macca OTKIIOHSerca 3a
npezensl 75 % - 125 % oT cpeaHeii MaccChl.

9 |Microbiological purity* / Mukpo6Guosornyeckas uncrora*

a) Total Aerobic Microbial
Count / Obmee gncio
a3poOHBIX MUKPOOPraHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

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

b) Total Combined Yeast and
moulds count / O61tiee gyucno
IPOXOKEBEIX M IUTECHEBBIX
rpuboB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

¢) Escherichia Coli

Absentin 1 g/
OrcyrcTByeTB 1T

Shell be absentin 1 g/
OtcytctBue B 1 T

Remarks : The Product confirms to ND/

Ipumeuanue: IpoxykT coorBercTBYeT TpeGoBammsiM HJL

Conclusion : APPROVED /
Zakmwuyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Ipoaykt: IleTpuH, TaONCTKH, IOKPHITHIE MIIEHOYHOH 0b0s0uKol, 10 Mr

Batch No / B2402300 Batch Quantity / : 955KG/
Cepust Ne O0neM cepuu 955 KI'
Analytical Report No / 2002FP24001865 Date of Analysis / 31-07-2024
AHanuTH4eckuit oTyeT Ne Jlata aHanusa

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
Iarta npousBoacTBa Tonex no

Analysis performed according ND / Ananu3 nposegen no HI: TI N013283/01-130723

10

Packaging / Ynakoeka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / ITo
10 TabIETOK B
TIBX/TIBJX//antoMuHIEBOM
6aucrepe. ITo 3 Gmucrepa BMecTe ¢
HHCTPYKIMEH MO0  [PHMEHEHHIO
YIaKOBaHbI B MAYKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabmerox B
IIBX/TIBAX//antomunueBoM Gmnuctepe. Ilo
2 wiam 3 GnucTepa BMECTE C MHCTPYKIMEH o
NPUMEHEHHIO  YNAaKOBaHBI B IIA9KY
KapTOHHYIO.

11 | Labeling / MapxupoBka According to ND / B cooterctuy ¢ HJI

12 | Storage conditions / At temperature below 25 °C. / I[Tpn Temnepatype He Boiie 25 °C.
XpaHeHune '

13 | Shelf life / Cpox ronnocTn 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 / [Ipoeodumca npouzsooumenem npu gelnycKe NepuoOUYecKu. ons
Kaoicooti 20-o01i cepuu unu ne menee 1 pasa e 200. [Tokazamenv mooicem Ovimsb He grxmoder 6 Cepmuguxam

aHanuza gupmel.

Remarks : The Product confirms to ND/
ITpumeuanne: ITpoaykT coorBeTcTBYET Tpeboranmsm HJT

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO
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Uncontrolled Copy
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