Uncontrolled Copy

CERTIFICATE O

F ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
Mpoayktr  : LerpuH® TabNeTkH, NOKPLITBIE TNIEHOYHOH 0607104K O, 10 MT )
Batch No / : B2202861 Batch Quantity / ¢ 687.600 KG/
Cepus Ne Oo0neM napTuu 687,600 K"
Analytical Report No / : 2002FP22001859 Date of Analysis / : 12-09-2022
AHanuTyyeckuii oTueT Ne . Harta ananusa N
Date of Manufacture / ¢ 07/2022 Date of Expiry / 06/2025
|/laTa npousBoAcTBa TopeH o

Analysis performed according ND / Anasus nposeaen mo HM: TT N013283/01-160919 (amend Ne 1 [rom

12.05.2020 / w3am. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

| 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. /
Kpyriible IBOSKOBBIIYKIIBIE TabIETKH,
NOKPHITBIE  THIEHOYHOW  0000YKOMH
Henoro wian nouTy Oenoro ngera, ¢
pruckoif HWa o#HOH cropone. Ha
HOITEPETHOM paspese — Ampo oT Genoro
10 1IouTH GEJIoTo LIBETA.

3 Average weigh—t/ C—pemﬁ 1187.9 mg / 1879 Mr

Macca
4 Water / Boga | 34% wiw/ 3,4%
5 Uniformity of dosage units | 33733
OIHOPOOHOCTH
MO3NPOBAHUS

E‘Q Test / IlokasaTenn jResult / PeaynbTaTsl
‘White coloured, round, biconvex film

] Description / Onicanue lcoated tablet with a breakline on one side.
'White core on a cross section. / Kpyrieie
IBOSIKOBBINMYKJIbIE TabJIETKY, [MOKPHITHIE
[MIeHOuHON 06OMOYKO Gemoro IBeTa, ¢
Ipncxoﬁ Ha opmHoit  cropoHe. Ha
[MOMepedHoM paspese — AApOo Oenoro
|uBeTa.

2 Identification by HPLC/ Complies as prescribed /

[TopnuHHOCTDL 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). /

BpeMs ynepXWBaHUS OCHOBHOTO

mAKa Ha Xpomarorpamme
UCTILITYEMOTO  pacTBopa  AOJDKHO
COOTBETCTBOBATH BpEeMEHH
yIACPKMBAaHUS OCHOBHOTO TMHKa Ha
Xpomarorpamme pacTBopa
CTaHAAPTHOrO OoOpaslia LETHpU3NHA
THAPOXIIOPHAA (pasgen

«KonuyecTBEHHOE onpeneieHmney).

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

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

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazarensb npuemnemMoctu (AV)
ilmoJkeH OBITE He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoayKT COOTBETCTBYET TpeboBannsM HJI

Conclusion : APPROVED /
3axsmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykt : IleTpuu® TabneTKH, MOKPHITLIE TICHOYHOH 0601104KOI,10 M B -
Batch No / : B2202861 Batch Quantity / : 687.600 KG/
| Cepust Ne B O0nem napTuu 687,600 KI"
Analytical Report No / 2002FP22001859 Date of Analysis / : 12-09-2022
| AHaJHTHYecKHil 0TyeT Ne JdaTa anaausa B
Date of Manufacture / 07/2022 Date of Expiry / 06/2025
Jdarta npoussoacTBa Topgemgo

Ne | Test/Tlokazatens
6 | Dissolution / PacTBopenue

Analysis performed according ND / Anaaus nposeaen no H/I: TIN013283/01-160919 (amend Ne 1 from

7 . Impurities by HPLC/
PojicTBeHHEIE TPUMECH
| ueTupuznHa

a) Impurity A/

npuMechk A
l,b) Impurity B/
[mpumecs B
ic) Impurity C/
npumMechd C

| d) Impurity D /
| nprMeck D

| e) Impurity E /
npuMecsk E

f) Impurity F /
npumMech F

Jro6as eqnHAYHas
HeuneHTUUIMPOBaHH
as IpUMeEch

npumecei

g) Any unspecified impurity

h) Total impuritics / Cymma ~ [0-1%/0,1%

0.02% / 0,02%

0.08% / 0,08%

__Rallt / Pe3yabTarbl
97%, 95%, 99%, 99%, 94%, 94%

| 12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

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
HOMWHAIILHOTO ColepKaHNs
|C21H25C1N203~2HC] (ueTupnsuna
nurugpoxiopun) uyepes 30 MuH.

Less than Limit of Detection
(LOD=0.005%)

Not detected / He obnapysxeHa

INot detected / He oGHapyxena

Not detected / He obnapysxena

Less than Limit of Detection
(LOD=0.015%)

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

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

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

d) Not more than 0.2 % / ne 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 6omee 2,0%

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykT coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Jaxkawyenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

| Shelf life / Cpok rogroctH
|

CEPTHO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Tipoaykt  : IleTpun® TabneTku, MOKPBITHIE TUIEHOTHO 060109KOM, 10 MI ) )
Batch No / : B2202861 Batch Quantity / 1 687.600 KG/
Cepus Ne O6beM mapTun 687,600 KI"
Analytical Report No / 2002FP22001859 Date of Analysis / 12-09-2022
AnanurHyecknii oruer Ne Hara anaausa
Date of Manufacture / 07/2022 Date of Expiry / 06/2025
IaTa NPON3BOACTEA Tomen oo - B
Analysis performed according ND / Anasus nposeaen mo HJI: TT N013283/01-160919 (amend Ne 1 [rom
12.05.2020 / m3zm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)
No Test / IlokasaTenn Result / PeayabTaThl | Specification / Hopma '_—
8 Microbial limits /
Mukpobuonorudeckas
YHUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61iee yucno Menee 10 KOE/r He 6omnee 1000 KOE/r
a’poBHBIX MUKPOOPTAHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / I’I—Ie Gonee 100 KOE/r
[mould count / O6umee yncno |Menee 10 KOE/T
TPOACKEBBIX W TIECHEBBIX
rpu6oB Shall be absent in 1g / OrcyTcrue B 1
\Absent in 1g / OtcyTcTBYyeT B IT r
c)E.coli - .
9 Assay / KonngectBeHHOE 9.80 mg / 9,80 Mr Each film coated tablet contains not
oTpeieTIeHne less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O32HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 M1
(el 11 ,0 MT C21H25CIN203 -2HCI
(ueTUpU3WHAa  OUTHAPOXJIOpUN) B
. TabneTKe. |
10 Package / YnakoBka 10 tablets in PV C/aluminum blister. 10 tablets in PVC/aluminum blister, 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 Tabnetok B leaflet in a carton. "In bulk" package:
[MBX/amomunuesom 6nucrepe. I1o 10 blisters in a carton. 252 cartons in
2 6nucTepa BMecTe ¢ MHCTPYKLMe! mo  |master carton.
MPUMEHEHWIO YITaKOBaHEI B ITaYKy / T1o 10 rabnerok B
KapTOHHYIO. [MBX/amomunuesom 6nucrepe. o 2
uinu 3 Gnucrepa BMecTe ©
MHCTpYKLHET 110 MpUMEHeHHIO
YIIAKOBaHEBl B TAYKY KAPTOHHYIO.
Voakoska  "in-bulk":  Tlo 10
DITNCTEPOR MOMENIAIOT B KAPTOHHYIO
kopobky. Tlo 252  kaproHHhle
jKOpUﬁKI-I MOMELIAIOT B KapTOHHBI
| {Kopob.
11 Labeling / MapkupoBka According to ND / B coorercTenu ¢ HJ{
[12 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Boitiie 25 °C.
| [Xpanenue
t13 3 years /3 roma

Remarks : The Product confirms to ND/
IMpumeuanue: IIponykT cooTBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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