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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJU3A
Product Cetrine film coated tablets, 10 mg
MpoaykTt LleTprn® TabIeTKH, TTOKPHITHIE TWIEHOYHOH 06017104K0#,10 Mr
Batch No / : B2102922 Batch Quantity / 662.200 KG/
|Cepust Ne O0Bbem napTum 662,200 KI'
Analytical Report No / 2002FP21001709 Date of Analysis / 20-08-2021
|AHaIHTHYecKHit oTHer Ne Hata anajausa
Date of Manufacture / : 08/2021 Date of Expiry / 07/2024
JdaTta mpou3BoACTBA TIonen no

Analysis performed according ND / Auasus nposesen o HJI: TTIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Ne Te_s__t / TlokazaTean Result / Pe3yanTaTsl Specification / Hopma

1 Description / Onucanue

White colour_e(f round, biconvex film

coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnble

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-

IMBOSIKOBBIYKIBIE TabNeTkH, TOKpBITBIe|white core on a cross section. /
IIEHOYHOM LOLIUKOI Gemoro 1BeTa, c|Kpyriele IBOAKOBBIIYKIIBIE TaGeTKH,
puckoii  Ha  omHON  cropoHe. Ha|nokpeIThie MIIEHOYHOW  oGosoukoi
MONEpeYHOM paspese — sApo Oenoro|Oemoro miM modtH Genoro 1uBera, ¢
BeTa. puckoii Ha omHOW cTopone. Ha
ONePEeYHOM paspese — ANPo oT Henoro
JI0 MOYTH GEJIOT0 LIBETA.

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). /

Bpemst  ymepXWBaHWS OCHOBHOTO
nuka Ha XpoMarorpaMmMe
UCTIBITYEMOTO  pacTBopa  IOJDKHO
COOTBETCTBOBAThH BpeMeHH
yOCPKMUBaHU OCHOBHOI'O IHKa Ha
XpoMarorpaMme pacTBopa
CTaHmapTHOTO o0pasla LieTUpU3NHA
rHapoxnopuaa (pasnen
«KonuecTBEHHOE ONIPEAETICHUER ).

2 Identification by HPLC/
[TomnuHAOCTE

Complies as prescribed /
COOTBETCTBYET

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (or 1853 mr pmo
196,7 mr)

3 Average weight / C_pem-mﬂ_ 191.6 mg /191,6 Mr

Macca

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

4 Water / Bona | 3.4% wiw/3,4%

The acceptance value (AV) should be
less than or equal to 15.0 /
[ToxazaTens npuemieMocTr (AV)
momkeH ObITH He Oonee 15,0.

5 Uniformity of dosage units 34/34
/ ORHOPOIHOCTD

HO3UPOBAHNA

Conclusion : APPROVED /
Jakmouenue: OJOBPEHO

Remarks : The Product confirms to ND/

Mpumeuanue: TTpooykT cooTBeTCTRBYET TpebopanusaM HJI
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg =
MpoaykT LleTprH® TabNETKN, TOKPHITHIE NIEHOYHON 0605104K0#,10 Mr )
Batch No/ : B2102922 Batch Quantity / 662.200 KG/
Cepus Ne O6bem mapTuu 662,200 KT’
Analytical Report No / 2002FP21001709 Date of Analysis / 20-08-2021
AnajaurHyeckmii oTyer Ne JaTta ananusa
Date of Manufacture / : 08/2021 Date of Expiry / 07/2024
JlaTa npon3BoACTBA Tonen no

Analysis performed according ND / Anaaus nposeaen mo HJ: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / usm. Ne 1 ot 12.05.2020)

| Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMHUHATBHOTO coIepKaHns
Cy1H,5CIN,O4-2HCI (uetuprsvina
murpzpoxiiopun) depes 30 MuH,

Ne | Test/Mokazatens B | Result / PesynbTatei _
6 Dissolution / PactBopeHne 101%, 101%, 99%, 100%, 100%, 101%
7 Impurities by HPLC/ o .
PozxcTBeHHbIE TPHIMECH
HeTHPU3NHA

a) Impurity A/
nprMech A

b) Impurity B /
npumMech B
c) lmpurity C/
npumMecs C
d) Impurity D /
npumech D
e) Impurity E /
npuMecs E

f) Impurity F /
npumMecs F

JTIro6ast enmuuuHas
HEeWJeHTUPULNPOBAHH
ast TIpuUMech

npuMecei

g) Any unspecified impurity

h) Total impurities / Cymma

Less than Limit of Detection
LOD=0.005%)

0.04% / 0,04%

Not detected / He obHapyxena

Not detected / He oGHapyxeHa

0.03% /0,03%

Less than Limit of Detection
LOD=0.015%)

0.07% / 0,07%

0.2%/0,2%

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

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

¢) Not more than 0.2 % / ue 6oiee 0,2
%

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

e) Not more than 0.2 % / ve 6omnee 0,2
%

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

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

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

Remarks : The Product confirms to ND/

IIpumeuanne: ITponyKT coOTBETCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
Jaxkaruyenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
MpoaykT LleTpuH® TabaeTKH, ITOKPHITHIE TNIEHOYHOH 000109k, 10 Mr - |
Batch No / : B2102922 Batch Quantity / 662.200 KG /
Cepns No - O6Bem mapTuu 662,200 KT’
Analytical Report No / 2002FP21001709 Date of Analysis / 20-08-2021
| AHATHTHYECKHIT OTHeT Ne JlaTa aHaJan3a
Date of Manufacture / ¢ 08/2021 Date of Expiry / 07/2024
JaTa npou3BoACTBA I'open o

Analysis performed according ND / Ananu3s nposexen no HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3M. Ne 1 ot 12.05.2020)

Specification / Hopma

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

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

Shall be absent in 1g / OTcyTtcTtBue B |
r

Each film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg CyHysCIN;O3-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 M1

a0 1 1,0 Mr C21H25C1N203'2HC]
(ueTupmznHa IUTHUAPOXTIOPHUR) B
TablieTKe.

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.

/ Tlo 10 Tabnetok B
[IBX/amomunneBomM onucrepe. [To 2
wnm 3 6nvcTepa BMecTe C©
WHCTPYKUMEH TI0 IPUMEHEHHT0
yIakoBaHbl B MaYKy KapTOHHYO.
Vmakoska  "in-bulk": Tlo 10
ONMCTEpOB TTOMELIAIOT B KAPTOHHYIO
kopobky. Ilo 252  xapTOHHBIE
KOPOOKM TOMENIaloT B KapTOHHEBIH
KOpoo.

Ne Test / TToka3aTtenn | Result / Pe3yJ1I>_'l‘_aTbl B
8 Microbial limits /
MukpoOHooruyeckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g /
count / O611ee anucno Menee 10 KOE/r
[a3pOOHBETX MHKPOOPraHU3MOB
b) Total combined yeasts and |Less than 10 CFU/g/
mould count / O6mee yncio  Menee 10 KOE/r
POSKKEBBIX U MIIECHEBBIX
rpuboB
IAbsent in 1g / OTcyTcTByeT B 1T
Ic) E. coli
9 Assay / KonmnuecTeeHHOe 10.02 mg / 10,02 mr
onpeaeneHne
10 Package / Ynakoeka 10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet in a
carton. / [To 10 TabieTok B
TTBX/amoMunuesoM Gructepe. Tlo 3
OnucTepa BMeCTe ¢ MHCTPYKLMEH 1Mo
MPUMEHEHHIO YIaKOBAHEI B TTaTKy
KapTOHHYIO.
11 Labeling / MapkupoBka According to ND / B cootserctBun ¢ HJJ
12 Storage conditions /
XpaHenue
13 3 years / 3 rona

Shelf life / Cpok rogHocTH

At temperature below 25 °C. / TIpn Temmepatype He Bbime 25 °C,

Remarks : The Product confirms to ND/
IIpumeuanue: [MTpoaykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Jaxmwouenne: OJJOGPEHO

Printed By: Krishnamohan Gunturu
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