Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg B i
Hpojayer Llerpur® TabmeTiku, NOKphIThIe rIeHOYHOH 060104 KOK.10 Mr
Batch No / B2302004 Batch Quantity / 687.600 KG /
Cepust Ne - O6bem napTum 687,600 KI'
Analytical Report No / 2002FP23001531 Date of Analysis / 1 26-06-2023 o
AHanuTHYeCKHIT oTuer No JlaTa ananumsa
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
|laTa nponsBoacTaa ["ogen oo

Analysis performed according ND / Auannz nposeyien mo HJL: T N013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wzm. Ne 2 ot 07.10.2021)

Ne Test / IlokazaTe.n

Result / Pe3yabTaTsl

Specification / Hopma

1 Description / Ommcanue

[UICHOYHOM 000J1049K0M
PUCKOM HA  OJHOM

LBCTA.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyriibie
IBOSIKOBBIITYKIIBIC TAONCTKH, IOKPBITHIE

[OTIEPEUHOM paspese — sAapo  Oesoro

6enoro LpBera, ¢
cropore. Ha

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
iwhite core on a cross section. /
Kpyribie XBOAKOBBITYIIBIC TabIeTKH,
MOKPHITHIE  IUICHOYHOM 0000410
Oenoro win moutu Oenoro 1Bera, C
puckoii Ha OmHOH cTopoHe. Ha
[IOTICPEYHOM pa3pese — sIAPO 0T 6e10ro
10 TTOYTH 6EJI0r0 LBETA.

[B]

Identification by HPLC/
[lommHHOCTH

Complies as prescribed /
CootsercTByeT

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
ichromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

Bpemst yIOep)KHBaHHS OCHOBHOTO
MUKa Ha XpoMaTorpamMmme
UCIIBITYEMOTO  PacTBOpa  JOJDKHO
COOTBCTCTBOBATh BPCMCHHU
yICP)KUBAHUA OCHOBHOTO IMMKa Ha
XpOMAaTOrpaMme pacteopa
CTaHaapTHOrO 00pasua LeTUPU3HHA
rUIPOXJIOPUAA (paszen
«KonnMyecTBEHHOE OTIPSACTICHHUEY ).

3 Average weight / Cpeanss
macca

189.4mg /

189,4 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 mr mol
196,7 mr)

4 Water / Bona

2.3% wiw /2,3%

5 Uniformity of dosage units
/ OAHOPOAHOCTE
O3HUPOBAHHA

521752

Not more than 8.0% w/w /
He 6onee 8.0 %

The acceptance value (AV) should be
less than or equal to 15.0 /
[lokasaTens npuemiemocty (AV)
nomkeH OvITh He 6onee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [lpoayxr cootseTcTBYeT TpeOoBaHsM HJ1

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg ]
Hpoaykr : Ilerpun® TabmeTkH, MOKPHITHIE IUICHOYHOU 06010uKO, 10 MI
Batch No / B2302004 Batch Quantity / 687.600 KG / S
Cepusn Ne 06bem naprun 687,600 KI'
Analytical Report No / 2002FP23001531 Date of Analysis / 26-06-2023
Ananurnyeckuii oTyeT Ne Jara anaansa
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
Jara npoussoacTaa I'open 10

Analysis performed according ND / Anamus nporesen o HJT: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 o1 07.10.2021)

No

Test / [loxkazaresn

Result / Pe3yibTaTbl

Specification / Hopma

6

Dissolution / PactBopenue

100%, 100%, 98%, 98%, 98%, 99%

Not less than 80% (Q) of the
labeled amount of
C2|H25C1N203’2HC1 (CetiriZine
dihydrochloride) is dissolved in 30
minutes /

He wmence 80 % (Q) or
HOMMHAJIEHOTO COAEpKAHMS
C,1H,5sCIN,O5-2HCI (uerupusmna
uruapoxsiopun) yepes 30 MuH.

Impurities by HPLC/
PoncTeeHHbIE NIpHIMecH
LIETUPH3HHA

a) Impurity A /
npuMech A

b) Impurity B /
npumecs B
c) Impurity C/
mprmecs C
d) Impurity D/
mpuMech D
e) Impurity E /
mpumecs B

f) Impurity F /
rpumeck F

g) Any unspecified impurity

Jrobag eauHMuHAas
HCUACHTH()ULIMPOBAHH
last IPUMeECH

h) Total impurities / Cymma
NpUMeceH

Not detected / He oGrapyxena
Not detected / He o6napy»xema
Not detecied / He obuapyxena
Not detected / He o6Hapysxena
Less than LOQ (LOQ = 0.023%) / Huwxe

peacina KOMMICCTBCHHOIO OIPCACIICHUA
(TIKO = 0,023%)

Not detected / He obHapy»xeHa

Not detected / He obHapyxena

Not detected / He oOHapyskeHa

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Npumeyanne: [lpoaykr cootseTcTBYET Tpebopanuam HJL

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg 1
[IpoxyxT Hetpuu® TabneTky, TOXPHITHIC IIEHOYHOM 060104K0M,10 Mr
Batch No / B2302004 Batch Quantity / 687.600 KG /
Cepust Ne o O6LeM napTun 687,600 KI' ]
Analytical Report No / 2002FP23001531 Date of Analysis / 26-06-2023
Auanumruecknii oTyer Ne JlaTa anaiausa
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
Mara npousBoacTBa I'onen oo

Analysis performed according ND / Ananuz nposenen mo H/I: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Result / Pe3yibTaThbi

Specification / Hopma

Ne | Test/ [lokazatesn

8 Microbial limits /
MuxpoOuonormieckas
4MCTOTA

a) Total acrobic microbial
count / Obmee yucmo
a9pOOHBIX MUKPOOPTAHU3MOB

b) Total combined yeasts and
mould count / O61ee uncao
APOMXIKCBBIX W ITICCHOBBIX

Less than 10 CFU/g /
Mewnee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

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

Not more than 100 CFU/g /
He 6omnee 100 KOE/r

rpuboB Shall be absent in 1g / Orcyrcteue B 1
Absent in 1g / OrcyrcTeyeT B 1T r
c) E. coli
9 Assay / KonmuectseHHOe 9.87mg /9,87 mr Each film coated tablet contains nof
OIPEICTICHHE less than 9.0 mg and not more than 11.0

mg C2|H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr

10 1 1,0 Mr C2|H25C1N203'2HC]
(LeTHpusuHa — AWCHOPOXJIOPHO) B
rabnerke.

10 Package / Ynakoska

10 tablets in PVC/aluminum blister.

3 blisters and patient information leaflet
in a carton. / ITo 10 TabneTox B
[IBX/amoMunmesom Onuctepe. ITo

3 GrucTepa BMECTE C MHCTPYKLMEH 110
MPHUMCHCHUIO YITAKOBAHBI B MAYKY
KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

/ I1o 10 Tabnerok B
[1BX/anromunueBoM Giuctepe. [1o 2
vy 3 GrucTepa BMECTE C
UHCTPYKLMEH MO IIPUMEHESHUIO
YIIaKOBaHbI B MAYKy KAPTOHHYIO.
Ynakoeka  "in-bulk": Ilo 10
GIIMCTEPOB MOMELIAOT B KAPTOHHYIO

kopobky. Ilo 252  kapToHHBIE
KOPOOKH I[TOMEUIAFOT B KAPTOHHBIN
KODOO.

11 Labeling / Mapkuposka

According to ND / B cootseTcTBum ¢ HJ|,

12 Storage conditions / At temperature below 25 °C. / [Ipu remneparype He ouue 25 °C.
XpaneHue
13 Shelf life / Cpox rogsocT  [3 years / 3 roza

Remarks : The Product confirms to ND/
[Ipumeyanne: [lpoaykr coorBeTcTBYET TpebOBaHMAM HJL

Conclusion : APPROVED /
Zakmouenue: OAOBPEHO
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