Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine {ilm-coaled tablets 10 mg

Tposykr: Lierpun. TabneTki, HOKPhITHIE NICHOYHON obonoukoin, 10 mr

Batch No / . B2401279 Batch Quantity / : 955.000 KG/
Cepus Ne Obbem cepun 955,000 KI'
Analytical Report No / . 2002FP24000986 Date of Analysis / o 19-04-2024
AnanuTudeckdil otdeT Ne JaTa ananusa

Date of Manufacture / . 04/2024 Date of Expiry / o 03/2027
JlaTa npon3BOACTBA Tonen 1o

Analysis performed according ND / Ananus nposeaet no H/I: ITTN013283/01-130723

Ne Test / IlokazaTenn

Result / PesyabTarsl

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 1BOAKOBbIITY K/blE
TabNeTKH, NOKPHITHIE MIGHOYHOH
o6ooukoii 6eJIoro LpeTa, ¢ pUCKON
Ha oJiHoi ctopoHe. Ha nonepedHom
paspese sapo Geyoro 1pera.

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. / Kpyrible  ABOSKOBBINYKIIbIE
TabICTKM, NOKPbITBIC MNEeHOUHON
obonoukoii Genoro WM Tout Oenoro
L[BETa, ¢ PHUCKOH Ha OAHOM cropone. Ha
MOMNEPEUHOM  paspese sUpo oT 6eloro no
noytH 6¢10ro uBeTa.

Remarks : The Product confirms to ND/

Hpumeyanue: [IpoaykT cooTseTcTBYeET TpeboBanuaM HJL

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

[Product : Cetrine film-coated tablets 10 mg
| Hpoaykr: Tlerpui, Tabnetku, NMOKpbIThie naeHo4HoH o6onoukoi, 10 mr

Batch No / : B2401279 Batch Quantity / 0 955.000 KG/
| Cepus No O6beM cepun 955.000 KI'

Analytical Report No / : 2002FP24000986 Date of Analysis / ¢ 19-04-2024

Ananutudeckuil otder Ne Jlata ananusa

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

Jlara npon3BoACTBa T'onex 10

Analysis performed according ND / Ananus nposeaen no HJ/[: ITN013283/01-130723

2 | Identification. Cetirizine / Hoannunocts, [letnpnsnn

1. HPLC/B2XX

Complies as prescribed /
CootgercTBYET 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"). / Bpems ynepxxuBanus
OCHOBHOTO ~TIHKA HAa  XpOMarorpamme
WCTIBITYEMOTO pacTBopa TOIKHO
COOTBETCTBOBATb BPEMEHH  YIEPXKMBAHUS
OCHOBHOIO NHKA HAa  Xpomarorpamme
pactBopa CTaHOAapTHOIO obpasia
LETUPU3UHA TUAPOXIIOpHAa (pazmen
«KonngecTBeHHOE OTpecTeHUEN ).

2. UV spectrophotometry /
Y®-cnexrpodporomeTpus

Complies as prescribed /
COOTBCTCTB)’CT 1'pe603aHn51M

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. / VY®-crekrps
MOTTIOEHHS HCTIBITYEMOTO ~ pacTBopa W
pacteopa CTaH/IapTHOrO obpaszua
LETUPU3UHA THApOXJIOpKAa B obmactv or
200 mo 400 HM IOMKHEI HMETH MaKCUMYMBI
MOTJIOMICHUST TIPU OJHOM U TOU >Ke INHE
BOJHEI ¢ JONYCTHMBIM OTKJIOHEHUWEeM =+ 2
HM.

3 | Water / Boaa

2.8% wiw /2,8%

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

4 | Uniformity of dosage units /
OanopoaHocTts
AO3HPOBAHHUA

45745

Acceptance value (AV) should be not more
than 15.0 / Tlokasarenb TmpUEMIIEMOCTH
(AV) nomxen 651TE He Gonee 15,0,

Remarks : The Product confirms to ND/

Ipumeuanne: [Iponykr coorBercTByeT TpeboBanusM H/L

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST): 19-04-2024 21:04:57




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Hpoaykr: Herpun, 1abiaetku, NHOKPHITHIC NeHoYHoH 06on0ukoit, 10 mr

Batch No / B2401279 Batch Quantity / 955.000 KG/
Cepus Ne Obbem cepun 955,000 KT"
Analytical Report No / 2002FP24000986 Date of Analysis / 19-04-2024
AHanuTudeckuii oTuyeT No JlaTta apanuza

Date of Manufacture / 04/2024 Date of Expiry / 03/2027
JlaTa npou3BoACTBa T'onen no

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

5 | Dissolution / PactBopenue

Unit-1/ Ta6n.-1 96%
Unit-2 / Ta6n.-2 99%
Unit-3 / Ta6n.-3 95%
Unit-4 / Ta6n.-4 96%
Unit-5 / Tabn.-5 97%
Unit-6 / Tabn.~6 97%

Not less than 80% (Q) of the labeled amount
of  C,HysCIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHAILHOTO coaepIKaHHs
C2| H25C1N203 -2HC1 (I_[eTI/IpI/BI/IHa
auraapoxiopun) yepes 30 MuH.

6 |Related Impurities by HPLC/
PoacrBeHHBIE IPHMECH

Impurity A / TIpumech A

Impurity B / TTpumecs B

Impurity C / TTpumecs C

Impurity D / TTpumecs D

Impurity E / [Tpumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jlobas eavHHuHas
HEHJEHTHHUMPOBAKHAA
MpUMeCh

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

0.01% /0,01%
Not detected / He obuapyena

Less than LOQ (LOQ = 0.003%) /
Huoke npeaena KoiiMuecTBEHHOro
onpeaenexus ([TKO = 0,003%)

0.03% / 0,03%

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

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

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

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

Total impurities /
CymMa nprmecer

0.1%/0,1%

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

7 | Assay / KosimuecTBeHHOE
onpeae/eHne

10.12 mg / 10,12 mr
101.2% /101,2%

Not less than 9.0 mg and not more than 11.0
mg C,1H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mMr mo 11,0 mMr
C21 H2501N203 -2HCl (ueTupm HUHa
aurnapoxsiopua) B tabnerke (ot 90 % no
110 % OT HOMHHANBLHOTO COCPIKAHNS ).

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYyeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTIT3A

Product : Cetrine [ilm-coated tablets 10 mg

[poaykr: Llerpuy, TabieTkH, NOKPbITHIC TICHOHHOH 060/104KOH,

10 mr

Batch No / B2401279 Baich Quantity / : 955.000 KG/
Cepus Ne O6bem cepuu 955,000 KI"
Analytical Report No / 2002FP24000986 Date of Analysis / 19-04-2024
AnanuTruecKuii oTdeT Ne Jlata aHanmu3a

Date of Manufacture / 04/2024 Date of Expiry / 03/2027
JlaTa npou3BoACTBA Topen no

Analysis performed according ND / Ananuz npoeeaen no HJI[: TI N013283/01-130723

8 | Subdivision of tablets /
OaHOpPOIHOCTH MACC TPH
JeJIeHuH TA0JIeTOK

Complies as prescribed /
CootBercTByeT 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. /
TabneTku  COOTBETCTBYIOT  IpeboBaHKAM,
ecii  He Oomee 1  eaumHuunas  macea
oTKIIOHseTeA 3a mpenensl 85 % - 115 % ot
cpenHeii MAacchl. TaGnerku He
COOTBETCTBYIOT TpeGOBaHUAM, eciu Gosee
yeM | MHIMBHAyaNbHAsS Macca OTKIOHAETCS
OT OTMX TMpelenos Wi, ecan 1
MH/IMBUIYyalbHAs Macca OTK/OHseTcs 3a
npenenst 75 % - 125 % ot cpenteit macel.

9 [Microbiological purity* / Mukpo6uonornyeckasi YacTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61mee uncio He Gonree 1000 KOE/r
a’po0OHBIX MUKPOOPTraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6uiee ancio He Gonee 100 KOE/r
JPONOKEBBIX M MICCHEBBIX

rpubos

¢) Escherichia Coli Not Applicable Shell be absentn 1 g/

OrcyrcrBue B 1 0

Remarks : The Product confirms to ND/
Ipumeyanne: [Iponvkr coorsercTBYeT TpeboanmsaM HJL

Conclusion : APPROVED /
3akmogenue: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHUDPUKAT AHAJN3A

Product : Cetrine film-coated tablets 10 mg

[pouyxT: TleTpun, TabAeTKH, NOKPLITHIE NJICHOYHON 060MOUKOH,

10 mr

Batch No / B2401279 Batch Quantity / : 955.000 KG/
Cepus Ne Ob6beM cepuu 955,000 KI"
Analytical Report No / 2002FP24000986 Date of Analysis / 19-04-2024
Ananutudeckuii oTueT Ne JlaTa ananuza

Date of Manufacture / 04/2024 Date of Expiry / 03/2027
JlaTa npousBoacTBa T'onen o

Analysis performed according ND / Ananus nposeaen no HI: TTN013283/01-1307723

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / Ilo [in a carton. / Tlo 10 rtabnerox 8
10 TabneTok g | [IBX/TIBJ/IX//antomuHneBom Gancrepe. o
NBX/TNBAX//amoMuaneBOM 2 v 3 67McTepa BMECTE C MHCTpYKLued 1Mo
Gmuctepe. [lo 3 OaucTepa BMecTe ¢ | MPUMEHEHMIO  YNAKOBAaHLEI B ITAYKY
HHCTPYKIIMEH MO  TIPUMEHEHHIO | KapTOHHYIO.
YNaKOBaHbl B a4Ky KapTOHHYIO.

11 | Labeling / Mapkupopka According to ND / B cootsetcTBnu ¢ H/{

12 | Storage conditions / At temperature below 25 °C. / [Ipu temnepatype He BeIue 25 °C,

Xpanenne

13

Shelf life / Cpox roanocru

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 Arnalysis / [Iposodumcs npouzeodumenem npu 6binycke NePUoOUIecKu: O
kaxcooii 20-0ii cepuu unu ne menee 1 pasa ¢ 200. Iloxazamens modcein bvims He grmouer 6 Cepmugpuxam

ananuza gupmul.

Remarks : The Product confirms to ND/
IIpumeganue: IlpoaykT cooTBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akmouenue: OJJIOBPEHO
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