CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
[ MpoxykT LeTpuH® TabiaeTKH, MNOKPBIThIE TNIEHOUHO 0601109K0#H,10 MT —
Batch No / : B2103608 Batch Quantity / 666.750 KG /
Cepusi Ne O0beM NapTHH 666,750 KI"
Analytical Report No / : 2002FP21002047 Date of Analysis / ¢ 12-10-2021
AHanuTHYeCKHil oTueT Ne JlaTa anannsa
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
JlaTa npoM3BOJACTEA I'ogen oo

Analysis performed according ND / Anasm3s nposegen 1o HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 o1 12.05.2020)

Ne

l

| Test / IokazaTean

Result / Pe3yabTaThl

Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnele
IBOAKOBBITYKJIBIE TaOJETKH, TTOKPBITHIE
MIeHo4HOll oGonoukoif Genoro upera, ¢
puckoii Ha omHoW  cropoHe. Ha
noTiepeyHoM paspe3e — sAapo Oesoro

Specification / Hopma

White or off white coloured, round,
biconvex [ilm coated tablet with a
breakline on one side. White to off-
'white core on a cross section. /
Kpyriibie ABOAKOBBITYKIIbIe TabIeTKH,
NOKpLITbIE  IUICHOYHOI  obooukoit
Gesoro wiW TodTH Oemoro uBera, ¢

LOpYy

ncontrolied

|

L

1
|

puckoit  m®a ogHoW cropone. Ha
MONepeyHoM paspese — aapo ot Genoro
10 nouTH BenoTo 1uBera.

The retention time of the main peak

in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

Bpemsi  yIepKWUBaHUSA OCHOBHOIO
niKa Ha XpoMarorpamme
UCIILITYEMOTO ~ pacTBOpa  JIOMKHO
COOTBETCTBOBATh BpEMeHH
yIep>KHBaHWs OCHOBHOTO THKa Ha
XpoMmarorpamme pacTropa
CTaHAapTHOro obpaslia LEeTHpU3NHA
rUapoOXJIOpuAa (pasmen
|«KonnyecTBEHHOE OMpPENENEHNEY ).
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 Mr mo
1196.7 mr)

Not more than 8.0% w/w /

He 6oinee 8,0 % -
The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazatenpb npuemieMocT (AV)
HoJxeH OBITE He Homee 15,0.

[[BETA.

Complies as pgscribed /
CooTBeTcTBYET

2 Identification by HPLC/
[TognuuHOCTE

3 Average \;/eight/Cpe_LlHﬂ;x_ | 191.6 mg / 191,6 mr

macca

4 Water / Boma 3.2% wiw / 3,2%

5 Uniformity of dosage units 44/44
OnHopoAHOCTD

TO3UPOBAHUS

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Remarks : The Product confirms to ND/
Ipumeuanue: TTpogyKT cooTBeTCTBYET TpeboBannam HJI
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIW3A

Product Cetrine film coated tablets, 10 mg

Mponykt : llerpuA® TabueTkH, MOKPLITHIE TNIEHOYHON 0601104K0#1, 10 Mr B -
Batch No / : B2103608 Batch Quantity / 666.750 KG/

| Cepust Ne O0bem napTuu 666.750 KI"
Analytical Report No / : 2002FP21002047 Date of Analysis / 12-10-2021
AHaJUTHYECKHIT oTdeT Ne Jata aHanusa

Date of Manufacture / 09/2021 Date of Expiry / 08/2024

JaTa npoH3BOACTBA Tonen go

Analysis performed according ND / Auasus nposegen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3M. Ne 1 ot 12.05.2020)

6

~

—

Test / Ilokasarean
Dissolution / PacTBopenue

Result / PesyabTaTsl

98%, 97%, 99%, 98%, 97%, 99%

‘Specification / Hopma
Not less than 80% (Q) of the
labeled amount of

C21H25CIN203‘2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmemee 80 % (Q) or
HOMHWHANIEHOTO coliepKaHus
C, H,5sCIN,O5-2HCI (netupuzuna
nurHapoxnopua) gepes 30 MuH.

' Impurities by HPLC/

PoncrBeHHBIE NMpUMECH
OETNPHU3UHA

{a) Impurity A /
npumech A

|

b) Impurity B /
[mpumecs B

fc) Impurity C/
npumMechb C

d) Impurity D /
npumecs D

e) Impurity E /
npumech E

f) Impurity F /
npumMechb F

g) Any unspecified impurity

Jrobas emuHUYHAS
HeUAEeHTHOHIMPOBAaHH
ast TIpUMech

h) Total impurities / Cymma
TIpuMecen

Less than Limit of Detection
LOD=0.005%)

Less than LOQ (LOQ=0.010%)

0.11%/0,11%

Not detected / He o6HapyxeHa

0.05% /0,05%

Not detected / He obHapyxeHa

0.11%/0,11%

0.3% /0,3%

a) Not more than 0.2 % / me Gonee 0,2
%

b) Not more than 0.2 % / He Gonee 0,2
%

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

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

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

f) Not more than 0.2 % / He Gonee 0,2
%

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

h) Not more than 2.0% /
He 6oinee 2,0%

Remarks : The Product confirms to ND/
Ipumeyanne: TpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
Jaxaouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Product : Cetrine film coated tablets, 10 mg

Ipoaykr LeTpna® Tabnerku, NOKPLIThIE MIEHOYHOH 0601109K0M, 10 MT |
Batch No / : B2103608 Batch Quantity / 666.750 KG /

Cepus Ne N O6bem naprun 666,750 KT’

Analytical Report No / : 2002FP21002047 Date of Analysis / 12-10-2021
AHATUTHYECKUI oTueT No JaTta aHajan3a

Date of Manufacture / 09/2021 Date of Expiry / 08/2024

laTa Mpou3BOJACTRA I'omen 110

Analysis performed according ND / Anaaus nposenen no HJI: [T N013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020)

Ne | Test/ ITokazaTtean

8 Microbial limits /
Mmuxkpobronoruueckas
YHCTOTA

a) Total aerobic microbial
count / Obmee uncno
a3pOOHBIX MUKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / Obuiee uncno
IPOMOKEBBIX U MIIECHEBBIX

Result / Pe3yabTaThl

Specification / Hopma

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

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

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

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

rpuboB Shall be absent in 1g / Orcytcriue B 1
Absent in 1g / OtcyTcTByeT B IT r
5 c) E. coli )
9 Assay / KonnuectseHHOE 9.88 mg /9,88 mr Each film coated tablet contains not
onpeeeHne less than 9.0 mg and not more than 11.0

mg C21H25C1N203'2HC] (CetiriZine
dihydrochloride) per tablet / Ot 9,0 M

10 1 1,0 MI C21H25C1N2O3'2HC]
(meTuprzuHa JHUTUAPOXIIOPUN) Bi
Tabnerke.

10 Package / VnakoBka

11 Labeling / MapknpoBka

12 Storage conditions /
XpaHenune

13 Shelf life / Cpok rogHOCTH

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a
icarton. / ITo 10 TabmeTok B
[TBX/anromurnesoM 6muctepe. [To 2
OnucTepa BMeCTe ¢ HHCTPYKLMEH Mo
IPUMEHEHUIO YITaKOBAHEI B IMayKy
KapTOHHYO.

According to ND / B cooterctBuu ¢ H/|

KOpOOKY.
KOpOOKM TIOMENIAOT B KapTOHHBIH
KOpoO. -

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.
/ TTo 10 Tabnerok B
[IBX/anmomunueBoM 6nucrepe. ITo 2
mm 3 6cTepa BMECTe C
MWHCTPYKLUUEH 110 TIPUMEHEHHIO
YIIaKOBAHB! B Na4Ky KapTOHHYIO.
Vmakoska  "in-bulk": Tlo 10
ONUCTEPOB TIOMEMAIOT B KAPTOHHYIO
[To 252 xkapToHHBIE

At temperature below 25 °C. / TIpu Temrrepartype He Beimie 25 °C.

3 years /3 rona

Remarks : The Product confirms to ND/
Hpumeuanue: TTpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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