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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
IMpoaykT LleTprH® TabeTKH, NOKPBIThIE IITEHOUHON 060109K0#, 10 MP
Batch No / B2102921 Batch Quantity / 654.860 KG /
Cepus Ne B O6beM mapTuu 654,860 KI"
Analytical Report No / : 2002FP21001701 Date of Analysis / 19-08-2021
Ananurnyeckuii oryet Ne HJdata ananusa
Date of Manufacture / : 08/2021 Date of Expiry / 07/2024
JaTa npor3BoJACTBA I'ogen mo

Analysis performed according ND / Auanus nposegen mo H/I: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3Mm. Ne 1 o1 12.05.2020)

Ne | Test / ITokaszaTennb

1 Description / Onucanue

| Result / PesyabtaTh

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyribie
IBOSIKOBBIMYKJIbIC TaONETKW, TOKPBITHIE
MmaeHoyHo# oGonoukoif Genoro 1pera, C
puckoii Ha ogmHoii  cropone. Ha
momepeyHoM paspese — gapo  Oeroro
BETA.

White or off white coloured, round,

Specification / Hopma

biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrnble DBOSKOBBINYKIBIC TabNETKH,
MOKPBITbIC  TUIEHOYHOH  06onoukoil
fenoro miM TodTd Oeyoro mBera, ¢
puckoii Ha onIHOW cTopone. Ha
MonepeyHoM paspese — sApo oT Genoro
IO MOYTH O€J0TOo IBETA.

2 Identification by HPLC/
[ToanmHHOCTD

Complies as prescribed /
CooTBeTCTBYET

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). /

Bpemss ymepXWBaHUS OCHOBHOI'O
nuka Ha XpoMarorpamMMe
MCIILITYEMOTO  pacTBopa  JAOMKHO
COOTBETCTBOBATH BpeMeHU
yOepKABaHWsl OCHOBHOTO IMHKAa Ha
XpoMmarorpaMmMe pacTBopa
cTaHgapTHoOro obpa3sla UeTHPHU3WHA
rHAPOXnopuaa (paznen
«KonudecTBeHHOE ONpeleNieHUER).

[U8) ‘

Average_ weight / CpenHss
Macca

189.8 mg /189,8 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 Mr gmo
196,7 mr)

Water / Boma

3.7% wiw /3,7%

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

W Fy ‘

Uniformity of dosage units
OnHopogHOCTh
MO3UPOBAHUS

53753

The acceptance value (AV) should be
less than or equal to 15.0 /
[ToxaszaTens mpuemnemMoctH (AV)
nomxken 661Th He Gonee 15,0.

Remarks : The Product confirms to ND/
IMpumeyanne: [TpoaykT cooTBeTcTBYET TpeboBanuaM H]I

Conclusion : APPROVED /
Zakawuyenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIIN3A
[Product : Cetrine film coated tablets, 10 mg ) B
Mpoaykt : lletpuH® TabNETKH, TOKPBITLIE TUIEHOYHOM obooukoit, 10 mr
Batch No / : B2102921 Batch Quantity / 1 654.860 KG/
Cepus Ne |O6mem napTun 654,860 KT"
Analytical Report No / : 2002FP21001701 Date of Analysis / : 19-08-2021 ]
AHaJuTHYecKHi oTueT Ne JlaTa anaausa N
Date of Manufacture / : 08/2021 Date of Expiry / : 07/2024
JaTa mpoM3BoACTRA Toaen fno

Analysis performed according ND / Anasnns nposejen mo HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020)

.:NQ _T_est / IMokazaTeab | Result / PesyibTaThl ‘Specification / Hopma : -
6 Dissolution / PacrBopenue 100%, 100%, 99%, 100%, 99%, 99% Not less than 80% (Q) of the
labeled amount of

C,H,sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /
He wmenee 80 % (Q) or
HOMUHANLHOTO colepxanust

C,1H,5CIN,O5-2HCI (uetupusina
murHapoxsiopua) dyepes 30 MuH.

7 Impurities by HPLC/

PoacrBeHHble IpUMecH a) Not more than 0.2 % / He 6onee 0,2
LETHPH3UHA %
a) Impurity A / Less than Limit of Detection b) Not more than 0.2 % / He Gonee 0,2
mpuMech A LOD=0.005%) %%
b) Impurity B / 0.04% / 0.04% c) Not more than 0.2 % / ue 6onee 0,2
npumech B ’ ’ %
c) Impurity C/ Not detected / He obnapyxeHa
npumeck C d) Not more than 0.2 % / He Gonee 0,2
%
o) sty Dy Less than LOQ (LOQ=0.003%)
npumMecs D | e) Not more than 0.2 % / He 6omee 0,2
| 0
e) Impurity E / IG5 73,/6.03% &
U53% /0, 0
mpuMech B f) Not more than 0.2 % / He 6onee 0,2
f) Impurity F / Less than Limit of Detection %o
npumeck F (LOD=0.015%)
g) Not more than 0.2% /
g) Any unspecified impurity He 6osnee 0,2%
B 0.08% /0,08%
100as eauHUYHAas
HeNIeHTQULINPOBAHH h) Not more than 2.0% /
s TIpuMeCh He 6onee 2,0%

h) Total impurities / Cymma  |0-2%70,2%

npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: ITponykT cooTBeTcTBYET TpeOoBanmsaM H] 3amouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJTHU3A

Product Cetrine film coated tablets, 10 mg

| ITponykT LleTpur® TabreTkn, TOKPLITEIE EHOUHOH 0boN01koit, 10 Mr -
Batch No / B2102921] Batch Quantity / : 654.860 KG/
|Cepust Ne o Oo6beM napTun 654,860 KI'
Analytical Report No / : 2002FP21001701 Date of Analysis / 19-08-2021
AHaJHTHYECKHIT 0T9eT No Jata anaau3a

Date of Manufacture / : 08/2021 Date of Expiry / 07/2024
|laTa NpoN3BOACTBA TomeH 10

Analysis performed according ND / Anasms nposenen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020)

| Ne | Test/IToxasatenn

8 Microbial limits /
!MnKpo6v10nomquI<aﬂ
MHCTOTA

a) Total aerobic microbial
count / O61iee 9rcIoO
[A3POOHBIX MUKPOOPTAHH3MOB
[
b) Total combined yeasts and
mould count / O6uiee 9ncno
IPOJKKEBBIX 1 MITECHEBBIX

Result / Pe3yabTaThi

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

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

f Specification / Hopma

Not more than 1000 CFU/g /
He G6onee 1000 KOE/T

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

rpuboB Shall be absent in 1g / OrcyrcTue B 1
Absent in 1g / OTcyTcTByeT B IT r
c) E. coli B
9 Assay / KonmndecTBeHHOe 10.05 mg / 10,05 mMr Each film coated tablet contains not
onpeneneHue less than 9.0 mg and not more than 11.0

mg  CyHysCIN,O5-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mrj

mo 11,0 wMr C, H,sCIN,O5-2HCI
(ueTnpusvHa IUTHAPOXIIOPU) B
TabyeTke.

10 Package / YmakoBka

I1 Labeling / Mapkuporka

12 Storage conditions /
XpaHnenue

13 Shelf life / Cpok rogHocTH

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet in a
carton. / ITo 10 TabneTok B
[MBX/amomurueBoM omuctepe. 1o 3
GnucTepa BMECTE ¢ MHCTpYyKUYE mo
MPUMEHEHHIO YIAKOBaHBI B TTAYKY
KapTOHHYO.

| Accarding to ND /B cootBercTBun ¢ HJ[

At temperature below 25 °C. / TTpu Temneparype He Bbime 25 °C. R

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.

/ TIo 10 TaGeTox B
[IBX/antommuunesom dnucrepe. 1o 2
unu 3 6IucTepa BMeCTe ¢
WHCTPYKLHEH 110 IPUMEHEHUTO
yMaKoBaHb! B Na4Ky KApTOHHYIO.
VmakoBka  "in-bulk": Ilo 10
G711CTEPOB TIOMEINAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapToHHBIE
KOpOOKM TIOMEIIaloT B KapTOHHBIN
KkopoO.

B years /3 roma

Remarks : The Product confirms to ND/
Mpumeyanue: [TpogykT cooTBeTCTBYET TpeboBauusM HII

Conclusion : APPROVED /
3akaiouenne: OJIOBPEHO
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