Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A
'Product : Cetrine filim coated tablets, 10 mg
Mpoaykt  : Lletpun® TabneTku, MOKPLITHIE MIEHOTHON 060104K0#, 10 MP
Batch No / B2202367 Batch Quantity / 1 687.600 KG/
Cepus No B O6bem napTun 687,600 KI"
Analytical Report No / : 2002FP22001474 Date of Analysis / 1 25-07-2022
AHAJINTHYECKHI oTueT No JaTa ananusa
Date of Manufacture / 03/2022 Date of Expiry / 02/2025

Tonen mo

JaTta npon3soacTea

Analysis performed according ND / Auanu3s nposemen mo HJI: I1N013283/01-160919 (amend Ne ] from
12.05.2020 / m3Mm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)

No Result / PesyasTaTnt
White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsle
11BOSIKOBBIMYKIIbIE TAONETKU, MOKPBITHIC
IIeHOYHOW 060J10YKolf Oenoro IBeTa, ¢
puckoli ~ Ha  ofHoil  cropone. Ha
norepeuHomM paspese aapo  Genoro

BETA.

Test / [TokazaTes

1 Description / Onucanue

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. /
Kpyrnoie OBOAKOBBUTYKIIBIE TabIeTKH,
MOKPBITEIE  TIIEHOYHON  oGonoukoii
Genoro nnn noytu Oeforo isera, c
puckoii Ha onHOW cTOopore. Ha
NonepevyHoM paspese — ALpo oT Genoro
IO TToUTH OENoro BeTa.

'Identification by HPLC/
[To/utHHHOCTB

T

Complies as prescribed /
COOTBETCTBYET

3 Aver_age weigh?/ Cpennsas 188.7 mg / 188,7 Mr

mMacca

Water / Boma 3.4% wiw / 3,4%
{ A
5 | Uniformity of dosage units
OaHopoaEoCTDb
1031POBAHUS

| 50/50

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 ymep:XWBaHMS OCHOBHOTO
muKa Ha XpoMartorpaMme
HCITEITYEMOTO  pacTBopa  JOMKHO
COOTBETCTBOBATh BpeMeHN
[ydepKMBAaHWSI OCHOBHOIO INMKa Ha
XKpoMaTorpaMmme pacTBopa
cTaHAapTHOro obpasua LeTHpU3NHA
rUapoXIopHaa (paznen
[«KonmnaecTeHHOE ONpenesieHue ).
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (or 1853 wmr mo
{196,7 M)

Not more than 8.0% w/w /

[He 6oree 8,0 % |
The acceptance value (AV) should be
less than or equal to 15.0/
[Tokazarens npuemMneMoctt (AV)
lroymkewn 6BITE He 60mee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: Tponyxr coorBeTcTBYET TpeboBanmsaMm HJ

Conclusion : APPROVED /
3axmouenune: OJTOBPEHO
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Uncontrolled Copy

| Ne

&

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

IIpoayxr Llerpun® TabrneTku, MoKpbITHIE MIeHOYHOH 000104K0#, [0 MI

Batch No/ B2202367 Batch Quantity / 1 687.600 KG/
Cepua Ne - O6Lem mapTun 687,600 KI'
Analytical Report No / : 2002FP22001474 Date of Analysis / 25-07-2022
AHAIHTHYCCKHIT oTyeT Ne - MaTta anannusa g

Date of Manufacture / 03/2022 Date of Expiry / 02/2025
JaTa npon3BoAcTBA Toaen ao

Analysis performed accor(mg ND / Ananus nposegen no HJ: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 o1 07.10.2021)

' Test / Mokazarens

6 | Dissolution / PacrBopenue

[Result / PeayasraThn

96%, 97%, 97%, 95%, 96%, 96%

7 Impurities by HPLC/
PO)ICTBCHHHG nmpUuMecH
HETUPHW3NHA

a) Impurity A /
npumech A

b) Impurity B /
npumecst B
c) Impurity C/

npumecs C

d) Impurity D /
npumecs D

e) Impurity I /
npumecs E

if) Impurity F /
Inpumecs F

g) Any unspecified impurity

Jobasg equanuHas
HeWIeHTUHUIPOBAHH
ast NpUMech

h) Total impurities / Cymma
npuMecen

Not detected / He oGnapy»xeHa
Not detected / He oGHapysxena

Not detected / He obuapyxena

Not detected / He o6HapyxeHa

0.02% / 0,02%

Not detected / He obHapykeHa

0.08% /0,08%

0.1%/0,1%

_' Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C, H,5sCIN,O;-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wenee % (Q) or
HOMWHAJILHOTO colleprKanHus
C»(H,sCIN,O5-2HCI (uetnpusuna

80

{rruapoxsopun) uepes 30 MUH.

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

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

c¢) Not more than 0.2 % / ue Gonee 0,2
%

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

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

%

|

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

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

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

Remarks : The Product confirms to ND/
IMpumeganune: [pooyxTt cooTBeTcTByeT Tpeboranmsm HJT

Conclusion : APPROVED /
Zanwyenne: OJOBPEHO
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Uncontroiled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg ]
IMpoaykr Herpuu® TabneTkn, NOKpLIThHIE MIEHOYHOH 060s04K0A, [0 Mr -
Batch No/ B2202367 Batch Quantity / ¢ 687.600 KG/
Cepusn Ne O0nbemM mapTum 687,600 KI"
Analytical Report No / : 2002FP22001474 Date of Analysis / 25-07-2022
AnagHTudeckuii oTyer No s JaTta anangnsa
Date of Manufacture / 03/2022 Date of Expiry / 02/2025
Jara npoussoacTsa S - |Toxen xo0 -
Analysis performed according ND / Ananu3s nposeaen mo H/I: [TN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021) -
Ne | Test / lloxaszaTens | Result / PesyabTaTh! - Specification / Hopmg_
8 Microbial limits /
Mukpobuonornueckas
YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obiee uncio Menee 10 KOE/r He Gonee 1000 KOE/r
a3poOHEIX MHKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6ousiee 100 KOE/r
mould count / O6uree uncio  [Menee 10 KOE/T
TPOMOKEBBIX W INIECHEBBIX
rpruboB Shall be absent in 1g / OTcyTcreue B 1
Absent in 1g/ OrcytctByer B IT r
- c) E. coli -
9 Assay / KonmidecTBeHHOE 9.74 mg /9,74 mr Each film coated tablet contains not
onpeneneHe less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O32HCL  (cetirizine|
dihydrochloride) per tablet / Ot 9,0 mr
0 1 1,0 Mr C2|H25CINQO3'2HC]
(neTMpW3WHAa  OUTHAPOXJIOPHA) B
[rabrneTke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / [To 10 TabneTox B leaflet in a carton. "In bulk" package:
[TBX/antomunuesom Gimcrepe. To 10 blisters in a carton. 252 cartons in
3 bimctepa BMeCTe C MHCTpYKUMEH 1o master carton.
MPUMEHEHNIO YTIaKOBaHbl B MauKy / TTo 10 Tabnerox B
KapTOHHYIO. [MBX/amomunrneroM omicTepe. [To 2
w3 GrucTepa BMecTe ¢©
MHCTPYKIIMEH MO MPUMEHEHHIO
[yTTaKOBaHbI B TIAYKY KapTOHHYFO.
Vmakoska  "in-bulk": TTo 10
OIMCTEPOB MOMEILAIOT B KapTOHHYIO
kopobky. Ilo 252 wapToHHBIE
'KOPOOKM TOMEIUAlOT B KapTOHWHbIN
| - - - KOpoO.
11 Labeling / Mapxuposka | According to ND / B coorserctuu ¢ H/|
12 | Storage conditions / At temperature below 25 °C. / [Tpu Temnepatype He Beime 25 °C,
[Xparcnue |
13 | Shelf life / Cpok ronnoctn 3 years /3 roma =
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpnameganne: [Iponykr coorBerctByeT TpebosanngM HJL 3aknoyenne: OJOGPEHO

WI-GLOB-QA-0669-1.0
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