CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
NMpoaykt : LleTpnH® TabyieTkw, MOKPHITHIE MTEHOWHO 060n09KOoW, 10 M
Batch No / B220088] Batch Quantity / 687.600 KG/ o
| Cepust Ne - B O6beM napTun 687,600 KI' |
Analytical Report No / ¢ 2002FP22000511 Date of Analysis / ¢ 12-03-2022
AHaJHTHYECKHUI oTueT Ne Jara anaausa
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JlaTa npoH3BOACTBA I'open go

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

Ne j‘est / Iloxa3zaTeanb

1 Description / Onucanue

12.05.2020 / u3m. Ne | ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Result / Pe3yabTaTht

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyraizie

\ABOAKOBBINYKJIBLIC TaGHCTKI/I, NOKPBLITbIE

TUICHOYHOH oboJtoukoif Oenoro IBeTa, C
puckoit Ha  onxHoi  cropoHe. Ha
MONEPEYHOM pazpese
BeTa.

— sapo Genoro

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. /
Kpyrisle IBOSKOBBIMTYKNBIE TabNeTKH,
OOKpPBITBIE  IUIEHOYHOW  oGomoukoii
Oermoro unu mouty Oenoro uBeTa, ¢
puckoil Ha onHOH cTopone. Ha
OTIEPETHOM Pa3pese — AAPo OT Beyroro
10 TIOYTH OEJIOro LIBETa.

2 Identification by HPLC/
[TognmHHOCTE

Complies as prescribed /
COOTBETCTBYET

The retention time of the main peak
[in the chromatogram of test solution
jshould correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

[Bpemst ymepkvMBaHMS OCHOBHOTO
{MAKa Ha XpoMaTorpaMmme
HCIBITYEMOT0  pacTBopa  HOJKHO
COOTBETCTBOBATH BpeMeHu
yIepKWBaHWS OCHOBHOTO TMKa Ha
KpPOMaTOrpaMMe pacTBopa
cTanjapTHoro obpasua UEeTHPU3UHA
MAPOXNOpHaa (paznen
«KonnuecTBeHHOE ONpeaeNieHue» ).

3 Average weigﬁ/ CpenHsist
Macca

189.5mg / 189,5 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 185,33 mr mo
196.7 mr)

4 Water / Bona

5 Uﬁfo_rmity of dosage units
/ OXHOPOTHOCTB
NO3MpOBaHMA

3.4% wiw / 3,4%

Not more than 8.0% w/w /
He Gomee 8,0 %

- 48/48

The acceptance value (AV) should be
less than or equal to 15.0 / |
[Tokasarenp mpuemneMoctd (AV)
moimkeH OBITEH He Oosee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykT cooTBeTCcTBYET TpeboBanWsIM HJI

Conclusion : APPROVED /
Jaxaouenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3ZA
Product Cetrine film coated tablets, 10 mg -
Mpogykr : IlerpuH® TabneTkH, NOKPLITHIE TIIEHOYHON 060/109K0#,10 MT -
Batch No / B2200881 Batch Quantity / : 687.600 KG/ -
Cepusa Ne O6beM napTHu 687,600 KI" N
Analytical Report No / : 2002FP22000511 Date of Analysis / 12-03-2022
AHaautTudecknii otyer Ne Jata aHaan3sa
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JaTa npon3BoAcTRA Tonen o

i“) v

Analysis performed according ND / Anaaus nposexen mo H/: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Nﬂ | Test / IHoka3zaTeJn

Result / i’e3__ym?raT:_l

| Specification / Hopma

6 Dissolution / PacTBopenue

96%, 97%, 95%, 94%, 93%, 93%

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

He wMenee 80 % (Q) ot
HOMHHATTBHOTO CONEPKAHUS
C,1Hy5CIN,05-2HCI] (uetupusuna
nuruapoxsopua) depes 30 Mun.

7 Impurities by HPLC/
PoncTeeHHbIE pUMECH
LleTUpU3NHA

@) Impurity A /
npumech A
b) Impurity B /
npuMecst B
c) Impurity C/
npuMech C

d) Impurity D /
npuMmecs D

e) Impurity E /
npumecs E

f) Impurity F /
npuMecs F

JIro6as emuHUYHAS
HeuneHTHHHUMPOBaHH
st NIPUMeECh

nmpuMeceit

g) Any unspecified impurity

h) Total impurities / Cymma

Not detected / He o6HapyskeHa

Not detected / He o6HapysxeHa

INot detected / He obHapykeHa

Not detected / He oGHapyxeHa

0.04% /0,04%

Not detected / He o6HapysxeHa

0.11%/0,11%

0.1%/01%

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

b) Not more than 0.2 % / "e 6omnee 0,2
%

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

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

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

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

g) Nol more than 0.2% /
He 6osee 0,2%

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

Remarks : The Product confirms to ND/
Mpumeuanne: [IpoaykT cooTBETCTBYET TpeboBanusMm HJT

Conclusion : APPROVED /
3akarouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

[Product  : Cetrine film coated tablets, 10 mg
poayxr IeTpuu® TabICTKH, TOKPEITEIE TNICHOUHOH 0001049K0#,10 MT o
Batch No / B2200881 Batch Quantity / 687.600 KG /
Cepns Ne - O0beM napTuu 687,600 KT
Analytical Report No / : 2002FP22000511 Date of Analysis / 12-03-2022
AHaanrnyeckuii oTyer No __|/laTa ananusa
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JaTta mpousBojacTBa Toaen oo

Analysis performed according ND / Auaams nposegen no HJI: TTN013283/01-160919 (amend Ne | from

12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3M. Ne 2 ot 07.10.2021)

[ No Test / TlokazaTenn - Result / PesyabTaTsi Specification / Hopma
8 Microbial limits /
Mukpobuonornueckas
4HCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6iee 4ncno Meuee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPTaHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6uee uncno Menee 10 KOE/r
POOKEBBIX W TUTECHEBBIX
rpuboB Shall be absent in 1g / OtcytcTBue B 1
Absent in 1g / OtcyTcTBYeT B 1T r
k) E. coli
9 Assay / KomnuecTBeHHOE 9.74 mg/ 9,74 wmr Each film coated tablet contains nof
oTipeneNieHue less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 MT C21H25CIN203'2HC]
(uerupu3auHa  AUTHAPOXIIOPUA) B
R | | |raberke.
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. / Ilo 10 Tabnerox B leaflet in a carton. "In bulk" package:
[IBX/amomunuesom Omucrepe. [To 10 blisters in a carton. 252 cartons in
3 Gucrepa BMecTe ¢ RHCTPYKIMEH 110 master carton.
NPUMEHEHWIO YITIaKOBaHBI B MUKy / Tlo 10 TabneTox B
KapTOHHYHO. [MBX/amromunneBoM 6muctepe. 1To 2
{unu 3 GnucTepa BMECTE ©
%Hﬂcrpykuneﬁ TI0 TIPUMCHEHUIO
[ylIaKOBaHBI B TTaYKy KapTOHHYIO.
iYHaKOBKa "in-bulk": Tlo 10
{OITHCTEPOB MOMEINAIOT B KApTOHHYTO
[kopoBky. Tlo 252 KapTOHHEIE
KOPOOKHM TIOMEUIAoT B KapTOHHBIA
{kopoD.
11 Labeling / Mapkuposka According to ND / B coorBetcTBum ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Boite 25 °C.
f Xpanenue
' Shelf life / Cpox rognoct 3 years / 3 roma

Remarks : The Product confirms to ND/
Ipumeuanne: IIponykT cooTBeTCTRYET TpeboBanusam HJI

Conclusion : APPROVED /
3aknrwuenune: OJJOBPEHO
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