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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJNM3A

Product Cetrine film coated tablets, 10 mg
MponykT LleTprH® TabneTku, MOKpLITHIE MIIEHOYHOI 00010uKOH, 10 MT
Batch No / B2201322 Batch Quantity / : 687.600 KG/
Cepun Ne O6bem mapTun 687,600 KI"
Analytical Report No / : 2002FP22000836 Date of Analysis / : 26-04-2022 o
AHaJuTHYecKHii oTyeT No Jara anajusa
Date of Manufacture / 04/2022 Date of Expiry / 03/2025
JaTta npoy3Bo/JCTBA 'onen 1o
Analysis performed according ND / Auasms nposeaen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

[ Ne Test / Moka3zaTenn

(1 Description / Onucanue

| Result / PesynbTaThi

'White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrneie
NBOAKOBBITTYKIJIbIe TabIETKH, IIOKPBITHIE
[UIEHOYHOI 000TT0YKoi OeNoro uBeTa, ¢
puckoii nHa ogmHoii  cropone. Ha
rorepeyHoM paspese — sAApo Oeroro
IBETA.

Specification / Hopma

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrirsle ITBOSKOBRITYKITbIe TabIeTKH,
MOKPLITLIE  MAEROMAOH  ofionoukoil
Geqloro WK TIOYTH Oenoro IBera, ¢
puckoii Ha ofgHOW cToporne. Ha
MI0MEePEeYHOM pa3pese — AJ1po oT Oernoro
Mo TOUTH 6€JI0ro UBETA.

2 Identification by HPLC/
[TommMHHOCTE

3 Average weight / Cpendsis
Macca

4 Water / Bona

5 Uniformity of dosage units
/ OXROPOOHOCTD
ITO3MPORAHNS

Complies as prescribed
CooTBeTcTBYET

1902 mg /190,2 mr

2.7% wiw [ 2,1%

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 yOepKWBaHWUS OCHOBHOTO
nuka Ha XpoMarorpaMme
UCMILITYEMOIO  pacTsBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yAep>KMBaHUs OCHOBHOrO IMHKa Ha
XpoMaTorpaMme pacTBopa
CTaHAApTHOTO obpasma HeTHpH3NHA
rUApOXIOpHaa (pa3gen

[«KonnuecTBEHHOE OIIPEIENEHNE).

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mMr + 3,0% (or 1853 mMr ngo
196.7 mr)

Not more than 8.0% w/w /

He 6onee 8.0 %

24/2.4

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toxazarens npuemiemMocti (AV)
noinKeH OBITE He 6oiee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanue: [TpoaykT cooTBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3axnouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
Mpoayxt : LleTpur® TabneTku, MOKPLITLIE TUIEHOUHO# 0607104K0M, 10 Mr B .
Batch No / ¢ B2201322 Batch Quantity / : 687.600 KG/
Cepus Ne - O0bem napTuu 687,600 KI"
Analytical Report No / : 2002FP22000836 Date of Analysis / : 26-04-2022 o
AHanauTuveckmit oryer Ne N - JdaTa ananusa . |
Date of Manufacture / : o 04/2022 Date of Expiry / ¢ 03/2025 -
Jata npou3BoACTBA T'onen no

Analysis performed according ND / Auaans nposegex no H: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / wizm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Ne Test / IlokaszaTean | R_Esult/Pesy.nLTaTm - [ Specification / Hopma :
6 Dissolutign / PacrBopenne 98%, 99%, 95%, 98%, 99%, 99% Not less than 80% (Q) of the
labeled amount of

C21H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30

minutes /
He w™enee 80 % (Q) ot
HOMMHAJTLHOTO coepKaHUsA

C21H25C1N203'2HC1 (HCTI/IpH3I/IHa
\murunpoxnopun) depes 30 MuH.

7 Impurities by HPLC/ 1

PopcTBeHHBIC TPUMECH [a) Not more than 0.2 % / ne Gonee 0,2
UeTHPHU3NHA %
a) Impurity A / Not detected / He o6HapyxeHa b) Not more than 0.2 % / 1e Gonee 0,2
npuMecsh A %
. Less than LOQ (LOQ=0.010%
b) ImpurltB}./ B/ QLOQ ") c) Not more than 0.2 % / He Gonee 0,2
anMeCB_ Not detected / He obnapyxeHa %
c) Impurity C/
npumechk C d) Not more than 0.2 % / ne Sonee 0,2
_ %
d) Impurity D / Not detected / He obHapyxeHa
npumecs D e) Not more than 0.2 % / He Gonee 0,2
¢) Impurity E / 0.03% / 0,03% %o
HpHMECERE: f) Not more than 0.2 % / ve 6onee 0,2
f) Impurity F / Not detected / He obHapyxeHa %
npumeck F
g) Not more than 0.2% /
g) Any unspecified impurity He 6oinee 0,2%
Jrobas enuHNYHAA DBl 0;1107%
HEeUICHTHHLIPOBAHH h) Not more than 2.0% /
as NIpUMECh He 6onee 2,0%
h) Total impurities / Cymma ~ 0-1%/0,1%
npumMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJI 3axaiouenune: OOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg
Mpoayxr Letpus® TabreTKy, MOKPHITEIE NIEHOYHOM 060104K0H, 10 M - _
Batch No / B2201322 Batch Quantity / : 687.600 KG/
Cepus Ne B O6beM NapTHH 687,600 KI'
Analytical Report No / : 2002FP22000836 Date of Analysis / 26-04-2022
AHaanuTnuecknii oruet Ne JlaTa aHaan3a
Date of Manufacture / 04/2022 Date of Expiry / 03/2025
JaTa MpousBoaACTBA T'oaen 1o

Analysis performed according ND / Auasms nposeaen mo HJI: TI N013283/01-160919 (amend Ne 1 from

12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / waM. Ne 2 ot 07.10.2021)

|Ne  [Test/Hokazares
|

Result / Pe3yabTatsl

Specification / Hopma

8 Microbial limits /
Mukpobunomnorndeckas
THCTOTA

a) Total aerobic microbial
count / O61iee 4ucio
a3poOHBIX MUKPOOPTaHN3MOB

b) Total combined yeasts and
mould count / Obwee gucio
IPOSKOKEBEIX M TIECHEBBIX

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 Gomnee 1000 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1g / Otcyrctue B 1

rpuboB
Absent in 1g / OtcyTcTByeT B 1T r
c) E. coli
9 Assay / KonmudecTBeHHOE 9.65 mg /9,65 mMr
oTpeneNieHne

Each film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg  C,HysCINyO5-2HC1  (cetirizine
dihydrochloride) per tablet / Ot 9,0 M1

o 1 1,0 MTI C21H25C1N203'2HC]
(ueTupusnHa IUTHIPOXTOPHIL) B
TabeTKe.

10 Package / YnakoBka

10 tablets in PVC/aluminum blister.

3 blisters and patient information leaflet in
a carton. / ITo 10 Tabnerok B
[IBX/amomunueBom onucrepe. [To

3 GicTepa BMecTe ¢ MHCTpYKUHeH mo
MPHMEHECHUIO YTTaKOBAHBI B TTAYKY
KapTOHHYO.

11 Labeling / MapxupoBka

12 Storage conditions /
XpaneHue
13 Shelf life / Cpox rognocTH

3 yea_rs / 3 roma

According to ND / B cootsetcTsin ¢ HJ

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 TabneTok B
[IBX/anromurneBoM 6nuctepe. [To 2
nnm 3 6nuctepa BMECTE ©
MHCTPYKIMEH M0 PUMEHEHHIO
YIIaKOBaHB! B NMAYKY KAPTOHHYFO.
Viakoska  "in-bulk": ITo 10
OIMCTEPOB TOMELIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapronHble
KOpPOOKH TIOMELIa0T B KapTOHHBIN
Kopob.

At_temperature below 25 °C. / I1pu Temnepatype He Bole 25 °C.

Remarks : The Product confirms to ND/

Mpumeuanue: TIpoayKT cOOTBETCTBYET TpeboraHuaM HJ

Conclusion ;: APPROVED /
3akioueune: OJJOGPEHO
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