Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg o _
Mpoaykr [lerpun® TabireTk, NOKPLITEIE MTeHoYHOH obonovkoii,10 MT o o
Batch No / B2300382 Batch Quantity / 687.600 KG /
Cepust Ne O6beM naprun 687,600 KI'
Analytical Report No / 2002FP23000385 Date of Analysis / : 13-02-2023
AHajauTHYecKHit oTuer No JaTta ananusa
Date of Manufacture / 01/2023 Date of Expiry / 12/2025 ]
JaTa npou3sBoaACTBA Tlogen o

Analysis performed according ND / Ananus nposegen mo H: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uaM. Ne 2 ot 07.10.2021)

Ne Test / TlokazaTenn

1 Description / Unvicanne

| Result / Pe_3y;II>Ta_E>I

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
JIBOAKOBBINIYKJIBIC TAOJNETKH, MOKPHITHIE
MIIEHOYHOI 000JT0uKoi Oeroro I1BeTa, C
puckoifi Ha  omwoii  cropoHe. Ha
rornepedHoM paspese — sAapo OGemoro
L[BETA.

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 MBOSKOBBIMYKITbIE TabNETKH,
MOKPBITEIE  TUIEHOYHOM  060I0vKO¥
Genoro WM MoYTH Genoro 1ugera, ¢
pucKoil Ha oxHOW cTopoHe. Ha
MOTIEPEUHOM pazpese — AOpo oT 6enoro
[0 1oYTH Geloro 1BETA.

Identification by HPLC/
[TomnnHHOCTE

Complies as prescribed /
CooTBeTcTByET

The retention lime 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 ymepxwBaHWA OCHOBHOIO
MmUKa Ha XpoMmarorpamme
UCTIBITYEMOTO  PacTBOpa  JAOJBKHO
COOTBETCTBOBATH BpPEMEHH
yIAep)KUBaHWSA OCHOBHOTO ITHKa Ha
XxpoMarorpamMme pacTBopa
CTaHAApTHOTO 00paszla LeTHpH3UHa
ruapoxyiopuiga (pa3pen
«KonnuecTBeHHOE onpeneneHuey).

3 Average weight / Cpeanss
macca

190.2 mg /190,2 Mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 Mr mo
196,7 mr)

Water / Bona

Uniformity of dosage units
/ OIHOPOIHOCTE
03UPOBAHMS

2.3% wiw /2,3%

|He 6omee 8,0 %

Not more than 8.0% w/w /

The acceptance value (AV) should be
less than or equal to 15.0/
[ToxazaTens npuemiaeMoctu (AV)
imomikeH ObITH He Gomee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cootBeTcTBYET TpeboBauuam HJ{

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg o
Mpoayxkr [etpun® TabneTKy, NMOKPLITEIC TNICHOYHOW 060nouKo#, 10 M
Batch No / B2300382 Batch Quantity / 687.600 KG /
Cepus No B O0BemM mapTun 687,600 KI"
Analytical Report No / 2002FP23000385 Date of Analysis / 13-02-2023
Anajgurnyecknii oryer Ne JaTta anaiausa
Date of Manufacture / 01/2023 Date of Expiry / 12/2025 ]
JlaTa mpou3BOACTBA Toaen no

Analysis performed according ND / Auanu3s nposeaen mo H: 1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / nizm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / nam. Ne 2 o1 07.10.2021)

h) Total impurities / Cymma
rnpumeceit

0.1% /7 0,1%

Ne Test / IlokazaTean Result / PesyanTaThbl - Specification / Hopma ::
6 Dissolution / PactBopenne 98%, 97%, 98%, 98%, 96%, 96% Not less than 80% (Q) of the
labeled amount ot
C21H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) ot
HOMUHATEHOTO ColepXKaHus
C,1HysCIN,O5-2HCI (ietwpusuna
amruapoxnopui) uepes 30 mus.
7 Impurities by HPLC/
Pojcrsennbie pumecn a) Notmore than 0.2 % / ne 6onee 0,2
LETHPU3UHA %
a) Impurity A / Not detected / He oOHapyxena b) Not more than 0.2 % / ue Gonee 0,2
npuMech A %%
b) Impurity B / 0.01% /0.01% c) Not more than 0.2 % / He 6osee 0,2
npumecs B ) ’ %,
c) Impurity C/ 0.02% / 0,02%
npumecs C d) Not more than 0.2 % / ue 6osree 0,2
%o
) Impur‘g D/ Less than LOQ (LOQ=0.003%)
rnpwMech e) Not more than 0.2 % / He Gonee 0,2
0,
e) Impurity E / b0 0.03 &
.03% /0,03%
nprmeck E f) Not more than 0.2 % / ne Gonee 0,2
f) Impurity F / Not detected / He obuapyxcena %
npumecs F
g) Not more than 0.2% /
g) Any unspecified impurity |y ggo4 / 0,06% He 6onee 0,2%
JIro6as egnHNYHAsS
HeuIeHTUGUUMPOBAHH h) Not more than 2.0% /
pul TIPUMECE He 6omee 2,0%

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoxaykTt coorBercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3axkaouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
Mpoayxr [leTpun® Tabnerkn, MOKPEITLE TEHOIHOH 060M04Koi, 10 MT B
Batch No / B2300382 Batch Quantity / 687.600 KG /
Cepust Ne O06bemM nmapTum 687,600 KI"
Analytical Report No / 2002FP23000385 Date of Analysis / 13-02-2023 — I
AHaJuTHyeckui oT4yeT No HaTta aHaau3a
Date of Manufacture / 01/2023 Date of Expiry / 12/2025
 IaTa NPOU3BOACTBA Topen o
Analysis performed according ND / Anasms nposeaen no H/I: TIN013283/01-160919 (amend Ne 1 trom
12.05.2020 / u3am. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / usm, Ne 2 ot 07.10.2021)
No Test / Iloka3aTean | Result/ PesyanTaTsl | Specification / Hopma ) o
8 Microbial limits / -
Mukpobuonoruyeckas
HHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBEIX MUKPOOPTAaHI3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |[Less than 10 CFU/g / He 6onee 100 KOE/T
mould count / O6mee uncno  Menee 10 KOE/r
IPOJGKEBBIX M THICCHERBIX
rpnGoB Shall be absent in 1g / Orcyrcraue B 1
Absent in 1g / OTcyTcTBYeT B IT r
c) E. coli
9 Assay / KonndecTBeHHOE 9.87 mg/ 9,87 mMT Each film coated tablet contains not
oTIpesieNieHue less than 9.0 mg and not more than 11.0,
mg  CyHysCIN,O3:2HC]  (cetirizing
dihydrochloride) per tablet / Ot 9,0 Mt
hife) 1 1,0 MT C2]H25C1N203 -2HCI
(ueTUpH3MHa  AWTHAPOXTOPHN) B
TabieTke. I—
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. / TTo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/amomunueBom 6nucrepe. [To 10 blisters in a carton. 252 cartons in
3 6nucrepa BMECTe ¢ HHCTpyKUMeH o |master carton.
MPUMEHEHUIO YITaKOBaHbI B ITaYKy / Tlo 10 TabneTox B
KapTOHHYFO. [IBX/amomunuenom 6nuctepe. ITo 2
und 3 6nucrepa BMecTe ©
WHCTPYKIUMEH 10 NPUMEHEHHIO
YIaKOBaHEI B IIA4YKy KapTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
OGIMCTEpOB MOMEWIAFOT B KAPTOHHYIO
kopobky. Tlo 252 kapToHHBIE
KOpOOKH TIOMEMIAtOT B KapTOHHBIN
[ |xopob. _
11 Labeling / Mapkuposka According to ND / B cooteercTBuu ¢ HJ]
12 Storage conditioris / At temperature below 25 °C. / TIpu Temnepatype He Boie 25 °C.
X paHeHHe
13 | Shelflife/ Cp_OK rOJHOCTN _3 years /3 roma
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBaHmam HJT 3axaouenne: OJOBPEHO
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