Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg S
IpoaykT LleTpuH® TabeTKu, NOKPLIThIE [1EHOYHOH 060104KO#, 10 Mr
Batch No / B2103398 Batch Quantity / 669.680 KG /
Cepust Ne O06BseM napTun 669,680 KI" |
Analytical Report No / 2002FP21001892 Date of Analysis / 20-09-2021
|AHaNIUTYECKUii oTueT No JaTa aHa/u3a B
Date of Manufacture / : 08/2021 Date of Expiry / 07/2024
JaTa 1poH3BOACTBA Toaen no

Analysis performed according ND / Ananus nposeaen no HJI: [IN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3M. Ne 1 or 12.05.2020)

[ Ne

_Test_/ IMoka3zarenn

™l

Description / Onucanne

Result / Pe3yasTaTsl

ruieHouHoi ofonoukoit
puckoil  Ha  ONHOH

aBeTa.

White coloured, round,
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnble
/IBOSIKOBBINYK/IbIE TabNeTKy,

HOoIepeyHoM paspese — sAApo  Oenoro

| Specification / Hopma

biconvex film

MOKPBITHIE
fenoro 1ReTa, ¢
cropode. Ha

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. /
Kpyrible OBOAKOBBINYKJIbIE TabNETKH,
NIOKpbIThlE  IUIEHOYHOM  00onoykoi
Genoro unMm nodtu 6eyioro LiBeTa, ¢
puckoil 1na omuodl  cropone. Ha
MONIepeyHoM paspese — sSIAPo oT 6enoro
no noutu 6ej10ro 1BeTa.

Identification by HPLC/
[ToanMHHOCTh

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). /

Bpemsi  yIepXHMBAHUSI OCHOBHOTI'O
nuKa Ha XpomaTorpamme
HCIMBLITYEMOT0  pacTBOpa  AO/IKHO
COOTBETCTBOBATD BpEMEHU
yAep:KUBaHUsS OCHOBHOI'O ITHKA Ha
XpOMaTorpamMme pacTBopa
CTaHaapTHOro obpasua LeTUPU3UHA
UAPOXNOPHIA (paznen
«KonuyecTBeHHOE ONpeeneHuen).

Average weigﬁt / Cpennss
macca

190.0 mg / 190,0 mr

Water / Boga

Uniformity of dosage units
/ ONHOPOIHOCTD
NO3UPOBaHUS

3.2% wiw /3,2%

- 4.0/4,0

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 mMr no
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 /
[Tokazarenb npuemieMoctd (AV)
nomkeH OBITE He 6oJtee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanue: [TpoayKTt cooTBeTCTBYET TpeGoBaHusM H

Conclusion : APPROVED /
Zaxaoyenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg

IIpoaykT LleTpnH® TabieTKu, OKPLIThIE INIEHOUHOIT 000J104KOT, 10 mr

Batch No / B2103398 Batch Quantity / 669.680 KG /
|Cepust Ne O6bem napTHH 669,680 KT"
Analytical Report No / 2002FP21001892 Date of Analysis / 20-09-2021
AHaauTHUYeCKHIi oTyeT Ne JlaTa anaau3sa

Date of Manufacture / : 08/2021 Date of Expiry/ 07/2024
JlaTa Npou3BoOJCTBA Topen a0

Analysis performed according ND / Anasms nposeaen no HJI: I1N013283/01-160919 (amend Ne I from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

L
6

Test / Iloka3zaTeb

Dissolution / PacTBopenue

Result / PesyabTaThl

Specification / Hopma

96%, 100%, 101%, 98%, 99%, 100%

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

He wmenee 80 % (Q) or
HOMHHAJIBEHOTO conepKaHust
CyHy;CIN,O4-2HCI (uerupusuna
iauruapoxaopun) yepes 30 mMum.

Impurities by HPLC/
PosicTeeHHbIE IpUMECH
UeTUpU3UHa

a) Impurity A /
npuMmech A
b) Impurity B /
npumecs B
c) Impurity C /
npumechk C

d) Impurity D /
npumecs D

e) Impurity E /
npumech E

f) Impurity F /
npumecs F

g) Any unspecified impurity

JIiobas eguHuunas
HeuIeHTUHUIHPOBAHH
asl pUMeCh

h) Total impurities / Cymma
npuMeceit

Less than Limit of Detection (LOD=
0.005%)

Not detected / He oGHapykeHa

Not detected / He obHapyxena

Less than LOQ (LOQ= 0.003%)

0.04% / 0,04%

INot detected / He o6Hapyxena

0.10% / 0,10%

0.3%/0,3%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeyanue: [Ipoaykt cooTBeTcTBYeT TpeboBaHusam HJI

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoaykr : lleTpuu® TabneTky, NOKPLITbIE MIIEHOYHOMN 060JI04KOH,10 MI
Batch No / B2103398 Batch Quantity / 669.680 KG /
Cepus Ne o O0bem napTuu 669,680 KT"
Analytical Report No / : 2002FP21001892 Date of Analysis / 20-09-2021
| AHasuTH4eckuii oTuyer Ne JdaTa aHa1u3a |
Date of Manufacture / : 08/2021 Date of Expiry/ 07/2024
JlaTta npou3BoACTBA I'onen go

12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Analysis performed according ND / Ananns nposeaen no HJI: IT1 N013283/01-160919 (amend Ne 1 from

Specification / Hopma B

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
[He 6once 100 KOE/r

Shall be absent in 1g / OrtcyrctBue B 1
L

Ne | Test/IokasaTenn | Result / Pe3yabTatsl
8 Microbial limits /
Mukpobuonoruueckas
YUCTOTA
a) Total acrobic microbial Less than 10 CFU/g /
count / O6lLee YUCIIO Menee 10 KOE/r
a3pO6GHBIX MUKPOOPTaHH3MOB
b) Total combined yeasts and |Less than 10 C['U/g /
mould count / Obuiee yucino [Menee 10 KOE/T
IPOMCOKEBBIX U MJIECHEBBIX
rpuboB
Absent in 1g / OtcyTcTBYeT B I
c) E. coli
9 Assay / KonuuyectBeHHOe 9.86 mg /9,86 mr
onpernelieHue

Each film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg  CyHpsCINyO5-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr

10 11 ,0 mr C2|H25C1N203 -2HCI
(uetupusnHa JUTHAPOXJIOPUL) B
rabyeTke.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoayKT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg
Hpoaykr : llerpnn® TabneTky, HOKPLITHIC MNEHORHOM! oboJsoukoii, 1 0 Mr -
Batch No / : B2103398 Batch Quantity / 669.680 KG /
Cepust Ne . O0bem napTun 669,680 KT"
Analytical Report No / : 2002FP21001892 Date of Analysis / ¢ 20-09-2021
AHaJHTHYECKHUI oTueT No JlaTa aHanu3a
Date of Manufacture / : 08/2021 Date of Expiry / 07/2024
JlaTa npou3BOACTBA Togen a0

Analysis performed according ND / Anaaus nposenen no H: ITN013283/01-160919 (amend Ne 1 from
| 12.05.2020 / m3m. Ne 1 ot 12.05.2020)

| Ne Test / ITokasaTen

| Result / Pesyabtatsl

Specification / Hopma

10 |Package / Ynakoexa

10 tablets in PV C/aluminum blister. 2
blisters and patient information leaflet in a
carton. / [To 10 Tabnetok B
[IBX/anmomunnesom 6nucrepe. [o 2
GJKcTepa BMECTE C MHCTpyKLUEH no
MPUMEHEHUIO YTIaKOBaHbI B 1AUKY
KapTOHHYIO.

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 Tabnerox B
MNBX/anomuuueBoM dmucrepe. [1o 2
uin 3 6amcTepa BMCCTC C
MHCTPYKUMEH N0 NPUMEHEHUIO
y[aKoBaHbl B AUKY KapPTOHHYIO.
Vnakoeka "in-bulk": Ilo 10
OIMCTePOB MOMEIIAIOT B KaPTOHHYIO
kopobky. [Ilo 252  kaproHHBIE
KOpOOKH MOMELIAalOT B KapTOHHBIH
KopoO.

10 tablets in PVC/aluminum blister. 2

11 Labeling / Mapxuposka

Accordingto ND /B coorsetcTBun ¢ HJI

12 Storage conditions /
XpaHeHue

At temperature below 25 °C. / ITpu Temneparype He Boune 25 °C.

13 Shelf life / Cpok rogsocTy

| ﬂears /3 rona

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykTt cooTBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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