Uncontrolled Copy

CEPTUDPUKAT AHAJIN3A

CERTIFICATE OF ANALYSIS

Product : Cetrine film-coated tablets 10 mg

IIponyxrt: IleTpuH, Ta6IETKH, MOKPHITHIE MIICHOYHOM 06010uKOi, 10 Mr

Batch No / B2402596 Batch Quantity / : 955 KG/
Cepus Ne O6beM cepun 955 KI"
Analytical Report No / 2002FP24001988 Date of Analysis / 30-08-2024
AHanutuueckui otuer Ne Jlata aHanu3a

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTa npou3BoACTBa T'ozen 1o

Analysis performed according ND / Aunanus nposeaen no HJI: IT N013283/01-130723

Ne Test / [Toka3zaTean

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie TBOSKOBBINYKIIBIE
TabIeTKH, HOKPBITHIEC TIEHOYHOH
000J104K0}1 OENoro 1BETa, C PUCKOH
Ha 0JHOH cTopone. Ha nonepeunom
paspese sapo Oeoro npeTa.

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. / Kpyriosle /IBOSKOBBIIYKIIBIE
TabJIeTKY, MOKPHITHIE TIIEHOYHON

000JI04KOM OeNoro WMIH TOYTH OeJroro
[BETa, ¢ PHUCKOHM Ha onHO#M ctopone. Ha
MOTIEPEYHOM pazpes3e SApo oT Oenoro o
OYTH OeJIoro UBETA.

Remarks : The Product confirms to ND/

IIpameuanne: IIpoxykT cooTBeTCTBYET TpeboBanusiM HJI

Conclusion : APPROVED /
3axkarouenre: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

ITpoayxr: IleTpuH, TabNeTKH, HOKPLITHIE IIEHOYHOM 060404K0H, 10 M

Batch No / : B2402596 Batch Quantity / : 955 KG/
Cepust No O6wemM cepuu 955 KT"
Analytical Report No / : 2002FP24001988 Date of Analysis / : 30-08-2024
Ananutuyeckuii otyet No JlaTta aHanu3a

Date of Manufacture / : 07/2024 Date of Expiry / ¢ 06/2027
Jlata npousBoacTBa T'onen no

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

2 | Identification. Cetirizine / lomaunnocts. Ilerupusun

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 ynepxkuBaHus
OCHOBHOI'O IMHMKa Ha  XpPOMATOrpaMme
HCIBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATH BPEMEHH YJEPKUBAHUSA
OCHOBHOTO TIMKa Ha  XpOMarorpamme
pacTeopa CTaHIapTHOTO obpazua
LEeTHPH3KUHA TUAPOXJIOpHAA (pazmen
«KonwnyecTBeHHOE OrpeseeHne).

2. UV spectrophotometry /

Complies as prescribed / The UV-spectrum of the test solution and

YO-cnekTpodoToMeTpus CooTBeTCTBYET TPpeOOBaHUAM 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®-cnextps
MOTJIONICHU HCHIBITYEeMOr0 pacTBopa H
pacTBopa CTaHIapTHOTO obpasna
HEeTHPHU3WHA THAPOXJIopHaa B oOxacTH OT
200 no 400 HM OOKHBI UMETH MaKCHMYMBI
MOTJIOUIEeHUs TIpU OJHON M TOH e IJINHE
BOJHEI C JOMYCTUMEBIM OTKJIOHEHWEM + 2
HM.

3 | Water / Booa

3.1% w/w /3,1% Not more than 8.0 % / He 6o1ee 8,0 %

4 | Uniformity of dosage units /
OnHopoanocTs
AU3HPOBAHUA

3.8/3,8 Acceptance value (AV) should be not more

than 15.0 / Ilokazatenr mpHEMIIEMOCTH
(AV) nomxen ObIThH He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpumeganue: [IpoaykT cootBeTcTBYET TpeGoBaumsam HJI

Conclusion : APPROVED /
3axkaiouenne: OJJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[Tpoaykrt: LleTpuH, TabNETKH, MOKPHITHIE MICHOUHOH 0600uKOi#, 10 Mr

Batch No/ B2402596 Batch Quantity / : 955KG/
Cepus Ne O61BeM cepun 955 KI'
Analytical Report No / 2002FP24001988 Date of Analysis / 30-08-2024
AHanutuyeckuil otyeT No JlaTa ananusa

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
Hara npousBoactaa Tomen 10

Analysis performed according ND / Auanus nposeaen no HI: ITI N013283/01-130723

5 | Dissolution / PacrBopenue Unit-1/ Ta6i.-1 102% Not less than 80% (Q) of the labeled amount |
g B Py of C21H25C1N203 -2HCI (CetiriZine
o 102% | gihydrochloride) after 30 min. / He mcree
Unit-3 / Ta6m.-3 101% 80 % (Q) oT HOMHMHANBHOIO COAEpPMKAHUA
Unit-d / Tabn4 98% C,1H,5CIN,O5-2HCI (ueTupu3mnHa
JUTHapoxiopyn) yepes 30 MuH.
Unit-5 / Ta6mn.-5 101%
Unit-6 / Taba.-6 99%
6 |Related Impurities by HPLC/
PoacTBeHHBIE MpUMeCH
Impurity A / Ilpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
: 0.005%) / Huxe npenena B S
Impurity B / Ilpumect B o6mapyxcens (IO = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C / IIpumecs C Not more than 0.2 % / He 6onee 0,2 %
0, 0
Impurity D / IIpumecs D 0.03%7/0,03% Not more than 0.2 % / He 6onee 0,2 %
Impurity E / Ilpumecs E Not detected / He oGHapykeHa Not more than 0.2 % / He 6onee 0,2 %
H o
Impurity F / I[Tpumecs F Not detected / ne 0BHapyKera Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified Not more than 0.2 % / He 6omnee 0,2 %
impurity / Jliobas eauuuunas | Less than LOQ (LOQ = 0.023%) /
HEUAECHTUPHUIMPOBaHHAS Huxe npenena KoaIu4ecTBEHHOTO
IpUMech onpenenenns (ITKO = 0,023%)
Less than Limit of Detection (LOD =
0.015%) / Huxe mpenemna
obHapysxenus (I1O = 0,015%)
0.07% / 0,07%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
CyMmMa npumeceit
7 | Assay / KonnyecTrBeHHoe 9.99 mg /9,99 mr Not less than 9.0 mg and not more than 11.0

onpegesieHue

99.9% / 99,9%

mg C2|H25CIN203'2HC1 (Cetil’iZine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C21H25C1N203'2HC1 (I_ICTI/IpI/I?)I/IHa
nurpapoxnopun) B tabnerke (or 90 % mo
110 % OT HOMHHAIIBHOTO COAEPHKAHUSA).

Remarks : The Product confirms to ND/
IIpumeyanue: IIpoayKT cooTBeTCTBYET TpeGosanusM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[Ipoaykrt: IleTpuH, TabueTKu, MOKPHITHIC INICHOUHOM 060104K0M, 10 MT

Batch No / B2402596 Batch Quantity / : 955KG/
Cepust Ne O6BeM cepun 955 KI'
Analytical Report No / 2002FP24001988 Date of Analysis / 30-08-2024
AHanutuueckuii otyet Ne JlaTa aHanu3za

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTta npou3BoaCTBA T'omen no

Analysis performed according ND / Ananus nposeaen o HJI: II N013283/01-130723

8 | Subdivision of tablets /
OgxunopoanocTs Mace pu
JIeJeHHH TableToK

Complies as prescribed /
CootserctByeT 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. /

TabileTk COOTBETCTIBYIOT TpeOOBaHUAM,
ecii He Oonee 1 enguHu4YHass Macca
OTKJIOHsIeTC 3a Tpedeisl 85 % - 115 % or
cpenHei MAacCHL. Tabnerxkn HE

COOTBETCTBYIOT TpeOoBaHUAM, eciu Oolee
yeM | MHAMBHAyalbHAS Macca OTKIIOHAETCS
OT JTHX TIpeneysoB  uid, ecad 1
HHAMBHAyaNbHas Macca OTKJIOHAETCS 3a
npenens! 75 % - 125 % ot cpenHei Macchl.

9 |Microbiological purity* / Mukpo6uosornyeckas yucrora*

a) Total Aerobic Microbial
Count / O61ee yncio
a3pO0HBIX MUKPOOPraHU3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / Obee yucio
JPOXOKEBBIX H TUIECHEBBIX
rpuboB

Not Applicable

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

¢) Escherichia Coli Not Applicable

Shell be absentin 1 g/
OrcyrctBue B I 1

Remarks : The Product confirms to ND/
Hpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanmsam HI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Ilponykr: lleTpuH, TabaeTKH, TOKPLITHIE MICHOYHON 0001049K0#i, 10 Mr

Batch No/ B2402596 Batch Quantity / : 955 KG/
Cepus Ne O6beM cepuu 955 KT’
Analytical Report No / 2002FP24001988 Date of Analysis / 30-08-2024
AHanutr4eckuil otueT Ne Jlara aHayiu3a

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTta npousBojacTBa Toxen oo

Analysis performed according ND / Auanu3 nposenen no HJI: IT N013283/01-130723

1

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 Dblisters and patient
information leaflet in a carton. / Ilo
10 TabJ1eToK B
MBX/TIBAX//antoMuHieBOM
onucrepe. Ilo 3 Gaucrepa BMmecte ¢
HHCTpYKIIHEH  II0  NPUMEHEHHIO
YIIAKOBAHBI B AYKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
NBX/MTIB/IX//amoMmunnesom Gnucrepe. Ilo
2 ynu 3 6aucTepa BMECTE ¢ HHCTPYKLMEH MO
NPUMEHEHUI0  YOAKOBaHBl B NAYKy
KapTOHHYIO.

11 | Labeling / Mapkupogka According to ND / B coorBercTBuu ¢ H/J

12 | Storage conditions / At temperature below 25 °C. / [Ipu Temmepatype He Bbime 25 °C.
XpaHeHue

13 | Shelf life / Cpok roanocTn 3 years / 3 roga

*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 / [Iposooumcs npouzeodumenem npu ebinycKe nepuooUtecku. ons
Kasicoou 20-oi cepuu unu ne menee 1 paza 6 200. Ilokazamene modcem bvimo ne exmioven ¢ Cepmuguram

ananuza gupmer.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpogykT coorBeTcTBYET TpeGoBanusm HJI

Conclusion : APPROVED /
Saxmwuenne: OJJOBPEHO
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