Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine {ilm-coated tablets 10 mg

TTpoaykr: LleTpun, TabaeTky, NOKPbIThIC MICHOUHOH 060104K0H, 10 Mr

Batch No / : B2401210 Batch Quantity / 955.000 KG /

Cepust Ne O0Obem cepuu 955.000 KI”

Analytical Report No / 2002I'P24000973 Date of Analysis / 18-04-2024
| AHanuTHuecKuii oryeT No Jata ananusa

Date of Manufacture / 04/2024 Date of Expiry / 03/2027

JlaTa npou3BoACTBa T'onex no

Analysis performed according ND / Auannsz nposeaen no HJ: TTN013283/01-130723

Ne Test / TTokazaTean

Result / PesynnTarni

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrnbie JBOSKOBbINY KIlbIC
TaGNeTKH, MOKPLITHIC NISHOYHON
00ommouKkoii Genoro LpeTa, ¢ pUCKOH
Ha OZIHOMH cTopoHe. Ha nonepedynom
paspese sipo GeNoro IBeTa.

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. / Kpyrble ABOskoBbINyKbIE
TabneTkH, NOKPbITBIE TSIEHOYHOMI
oGooukoit 0Oejloro WM T1o4ythd Genoro
1BeTa, ¢ PHCKOH Ha OXHOM cropone. Ha
MoIepeyHoM paspese AP0 or Gelloro o
noytu 6enoro ugera.

Remarks : The Product confirms to ND/

IIpumeuanue: IlpoaykT coorBeTcTByeT TpedoBanusm HJL

Conclusion : APPROVED /
3akarouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
TIpoaykr: IleTput, TabneTky, NOKpHIThIE MIIeHOUHOH 060s10uKo#, 10 Mr

Batch No / : B2401210 Batch Quantity / © 955.000 KG/
Cepus No Ob6beM cepuu 955,000 KT°
Analytical Report No / - 2002FP24000973 Date of Analysis / : 18-04-2024
ApanutHdeckuii oryet Ne JlaTa aHasiM3a

Date of Manufacture / : 04/2024 Date of Expiry / o 03/2027
/Jlara npon3BOACTBA T'opeH po

Analysis performed according ND / Ananus nposeaex no H: TI N013283/01-130723

2 | Identification. Cetirizine / Hogmanoctb. LleTHpusumn

1. HPLC/B2XX

Complies as prescribed /
CoorsetcTBYET TpeOOBaHKAM

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 ynepxuBanus
OCHOBHOTO  THKa HAa  XPOMATOIPAMME
VCTIBITYEMOTO pacTBopa TIOJKHO
COOTBETCTBOBATb BPEMEHW  yaepKHUBaHUsA
OCHOBHOrO  MHKa HAa  XpOMaTorpaMmme
pacTBopa CTAHIAPTHOTO obpasiia
HETHPHU3HUHA THAPOXJIOPHTIA (pazmen
«KonnyecTseHHOE OTIPEACICHAE ).

2. UV spectrophotometry /
Y®d-cnekrpodoTomerpus

Complies as prescribed /
CooteercTBYeT TpeOOBaAHHAM

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®-criexrpul
TOTTIOWIEHHST WCTILITYEMOTO  pacTBOpa W
pacTBOpa CTaH/IapPTHOrO obpasua
LETUPU3UHA THAPOXJIOPHAA B 00NacTH oT
200 mo 400 HM AOKHEI IMETH MAKCUMYMEI
MOIJIOLICHUS TPU ONHOM M TOM e AyuHe
BOJHEL ¢ JONYCTHMBIM OTKIOHeHHMeM * 2
HM,

3 | Water / Boga

2.9% wiw /2,9%

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

4 | Uniformity of dosage units /
OnHopoanocTh
AO3UpPOBAHNA

34734

Acceptance value (AV) should be not more
than 15.0 / Tloxasarens mNpPHEMIIEMOCTH
(AV) nosoken ObiTH He Gonee 15,0.

Remarks : The Product confinms to ND/

Ipumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):  18-04-2024 21:30:04




Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

TMpoayxT: LlerpuH, TaGACTKMU, MOKPbITHIE NJIEHOHHOH 060/104KOH,

10 mr

Batch No / : B2401210 Batch Quantity / 955.000 KG /
Cepus Ne O6bem cepuu 955,000 KT"
Analytical Report No / 2002FP24000973 Date of Analysis / 18-04-2024
AnanutHueckuii otyeT No JlaTa aHayM3a
Date of Manufacture / 04/2024 Date of Expiry / 03/2027

ara Mpou3BOCTRA Toaen no

Analysis performed according ND / Ananuns nposeaer no HJI: TTN013283/01-130723

5 | Dissolution / PacTrBopenne

Unit-1/ Tab6n.-1 100%
Unit-2 / Tabn.-2 98%
Unit-3 / Ta6n.-3 101%
Unit-4 / Tabn.-4 99%
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount
of C21 H25 C1N203 -2HCl (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHANBLHOrO coaepIKaHMS
CyHy5CIN,O5-2HCI (ueTHpu3MHa
aurunpoxiopun) uepes 30 Mumn.

6 |Related Impurities by HPLC/
PojcTBeHHbIE IPUMECH

Impurity A / TTpumecs A

Impurity B / ITpumecs B

Impurity C / TTpumecs C

Impurity D / TTpumecs D

Impurity E / [Ipamecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jlrobas eauHuuHas
HeuaeHTHdHUMPOBAHHAS
MpUMech

Less than Limit of Detection (LOD =
0.005%) / Hioxe mpenena
o6Hapyxenus (I10 = 0,005%)

0.01%/0,01%
Not detected / e oGHapyKkeHa
Less than LOQ (LOQ = 0.003%) /

Hike Tpeiena KOIMUECTBEHHOTO
onpenenenns (ITKO = 0,003%)

0.03% / 0,03%

Not detected / He obHapyskeHa
0.08% /0,08%

Not more than 0.2 % / He 6osiee 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 Gosnee 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 %

Total impurities /
Cymma npumeceit

0.1%/0,1%

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

7 | Assay / KosimuecTrBeHHOE
omnpejge/ieHne

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

Not less than 9.0 mg and not more than 11.0
mg C2] H25 C1N2 03 -2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
Cy1Hy5CIN,O5-2HCl (ueTupr3nHa
auruapoxiopua) B Tabnerke (or 90 % no
110 % oT HOMMHAILHOTO CONIEPIKAHMUS ).

Remarks : The Product confirms to ND/
ITpamevanne: [IponykT coorBeTcTBYeT TpeboBaHHIM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJMIA

Product : Cetrine film-coated tablets 10 mg
Mpoaykr: LleTpun, TabiaeTku, NOKPLITHIC NJIEHOUHOA obonoukoii, 10 mr

Batch No / - B2401210 Batch Quantity / : 955.000 KG/

Cepus Ne O6bem cepuu 955,000 KT"

Analytical Report No / 2002FP24000973 Date of Analysis / : 18-04-2024

ABanuTHYECKUH oT4yeT Ne Jlata aHanmu3a bl
Date of Manufacture / . 04/2024 Date of Expiry / . 0372027

Jlara npoM3Bo/CTBA Toaex 1o

Analysis performed according ND / Ananus nporeser no HJ[: TI NO13283/01-130723

8

Subdivision of tablets / Complies as prescribed /
OauopoaHocTh MAacCe NpH CooTBeTCTBYET TPeOOBaHHAM
JAeJieHHM TabJIeTOK

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. /
Tabnerkn coOOTBETCTBYIOT  rpeboBaHusm,
ecnu He Oosee 1  eamHunudas Macca
oTKIoHsAeTCH 3a mpenensl 85 % - 115 % or
cpelHei MAacchl. TaGnerku He
COOTBETCTBYIOT TpeOoBaHUAM, ecid OGonee
yeM 1 WHIMBHIyaTbHAS Macca OTKIOHAETCS
OT OTMX [MpefieioB  wnw, ecnu |
MHIMBW/lyalbHAs Macca OTKIIOHseTcs 3a
npepenst 75 Y% - 125 Y% ot cpeaneit macchl.

Microbiological purity* / Mukpo6uosiornueckas YucToTa®*

a) Total Aerobic Microbial Not Applicable
Count / Obmee uncio
a>po6HBIX MUKPOOPTAHU3MOB

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

b) Total Combined Yeast and Not Applicable
moulds count / O61ee ynco
JIPOMOKEBBIX M MIIECHEBbIX
rpubos

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

¢) Escherichia Coli Not Applicable

Shell be absentin 1 g /
OrcyrerBue B 1

Remarks : The Product confirms to ND/
IIpumeyanue: [IpoayKT cOOTBETCTBYET Tpebopanmsam HJI

Conclusion : APPROVED /
Bakmouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHAJTH3A

Product : Celrine film-coated tablets 10 mg
ITpoaykr: LlerpyH, TabneTKu, NOKPBITHIE MIEHOYHOM obonoukoi, 10 mr

Batch No / - B2401210 Batch Quantity / 955.000 KG /
Cepus Ne Obbem cepun 955,000 KT
Analytical Report No / 2002FP24000973 Date of Analysis / 18-04-2024
Anamuruueckuii oryer No Jlara aHanmu3za

Date of Manufacture / 04/2024 Date of Expiry / 03/2027
Jlara npoussoAcTBa Touen 10

Analysis performed according ND / Ananna npoeesien no HZ: ITN013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / TTo
10 TabJeTOK B
[IBX/TIBJAX//anioMUHEEBOM
onucrepe. 1lo 3 Onucrepa BMecTe ¢
HHCTPYKI[MEH 00  TIPIMEHEHHIO
YNAKOBaHb! B MAUKy KAPTOHHYH.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
m a carton. / Tlo 10 rtabnerok 8
TIBX/TIBJIX//aniomnnuesom 6ancrepe. o
2 nnu 3 6aMcTEpa BMECTE C MHCTPYKIMEH IT0
NpUMEHEHNIO  YNAaKoBaHLI B Ma4Ky
KapTOHHYIO,

11 | Labeling / Mapxupobka According to ND / B cootserctBru ¢ HJ]

12 | Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Bbme 25 °C,
Xpauneuue

13 | Shelf life / Cpok rognocTn 3 years /3 ropa

*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 / IIposodumcs npouzsooumenem npu uInycke REPUOOUecKy: Ona
kaosicooti 20-o0ii cepuu unu ne menee 1 pasza 6 200. Hokazamens moicein boiine ne exmioven 6 Cepmuchuxam

ananuza Pupmol.

Remarks : The Product confirms to ND/
INpameuanue: [1poayxT coorBercTBYET TpeboBaHuaM H T

Conclusion : APPROVED /
3akaiouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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