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CERTIFICATE O

F ANALYSIS

CEPTHOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg -
Mpoaykr LleTprH® TabJeTkH, MOKPBITHIE NIEHOYHOW 060701KO0MH, 10 MI
Batch No / B2200554 Batch Quantity / : 687.600 KG/
Cepunsa Ne - O6beM MapTHH 687,600 KI"
Analytical Report No / 2002FP22000436 Date of Analysis / ¢ 03-03-2022
AHannTr4eckmii oTyeT Ne B JdaTta anaausa
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
Jara npou3BoACTEA Tonen go

Analysis performed according ND / Ananuz nposeaen mo HJ: TI N013283/01-160919 (amend Ne 1 from

Ne

Test / okazaTtean

12.05.2020 / wizm. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Result / PesyabTaTsl

Description / Onvcanne

[UICHOYHON 000JI0YKOii
puckoif Ha  OomHOW

OBCTA.

White coloured, round,
coated tablet with a breakline on one side.
White core on a cross section. / Kpyruere
MBOSKOBBITIYKJIbIE TaONeTK,

biconvex film

[IOKPBLITHIE
Gemoro uBera, C
cropone. Ha

MoIepeyHoM paspese — sAgpo Oenoro

| Specification / Hopma

~ {no mouTu 6enoro usera.

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 IBOSKOBBIMYKITbIE TabIETKH,
MOKPBITBIE  TUIEHOYHOW  000JIOUKO¥
Germoro unM INnoutH Oenoro LpBera, C
pUCKOMi Ha ofHOW cTopoHe. Ha
MOTIEPEYHOM pa3pese — AAPO OT HeNoro

1 7
" (PAY

Identification by HPLC/
[ToanuHBOCTL

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
idihydrochloride reference standard
solution (section Assay). /

BpemMss yHmepXWBaHWA OCHOBHOIO
nuKa Ha XpoMaTorpamme
MCTIBITYEMOr0  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHU
\yIepkHWBaHWSA OCHOBHOTO TIMKa Ha
XpomarorpamMMme pacTtBopa
CTaHIapTHOro oOpasua UeTHpHU3MHA
rHAPOXIIOpHIA (paznmen
«KonuuyecTBeHHOe onpeneneHue»).

Average weight / Cpennass
Macca

| Water / B(_)na

190.1mg / 190,1 mMr

191.0 mg £ 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 185,3 Mr nmo
196,7 mr)

3.1% wiw /3,1%

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

Uniformity of dosage units
OnHopoOHOCTH
03MPOBaHUA

3.4/3,4

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazarens npuemaeMocTH (AV)
nmomkeH OBITH He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoaykT cooTBeTCTBYET TpeboBaumsmM HJI

Conclusion : APPROVED /
Saxurouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg N
TMpoaykr [eTprH® TabaeTKH, TIOKPHITHIE NMNeHOYHOH 060104k, 10 M
Batch No / B2200554 Batch Quantity / : 687.600 KG/
Cepus N O6beM NapTHH 687,600 KI
Analytical Report No / 2002FP22000436 Date of Analysis / 03-03-2022
AHanruTHYecKMil oTyeTr Ne Jara anaausa
Date of Manufacture / : 02/2022 Date of Expiry / 01/2025
JaTa Mpon3sBoACTBA T'ogen oo

Analysis performed according ND / Ananus nposexen mo HJ: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Ne Test / IlokaszaTean

Result / PesyasTaThl

6 Dissolution / PactBopenue

97%, 99%, 98%, 99%, 97%, 99%

7 Impurities by HPLC/
PoacTBEHHBIC IPAMECH
LEeTHPH3NHA

a) Impurity A /
npuMecsh A

b) Impurity B /
| npumMech B
c) Impurity C/
npumech C
d) Impurity D /
npumecs D
e) Impurity E /
npumech E

f) Impurity F /
nprMech F

g) Any unspecified impurity

JIrob6as eqnANYHAS
HenaeHTU(PUIHUPOBAHH
as IPUMECh

h) Total impurities / Cymma
npuMecen

Not detected / He obHapyxeHa

Not detected / He o6HapyxeHa

Not detected / He o6Hapy»xeHa

Less than LOQ (LOQ=0.003%)

0.04% / 0,04%

Not detected / He oGHapysxeHa

0.10% / 0,10%

0.2% /0,2%

'Speﬁiﬁcation / Hopma

Not less than 80% (Q) of the
labeled amount of
C,,H,sCIN,O5-2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He Menee % (Q) or
HOMWHAITLHOTO CoAepPKaHMA
C,1H,sCIN,O5-2HCL (uetnpusuna
marugpoxnopun) yepes 30 muH.

80

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

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

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

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

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

f) Not more than 0.2 % / ve 6onee 0,2
% -

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

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

Remarks : The Product confirms to ND/
IIpumeuvanue: [TpoaykT cooTBeTCcTBYET TpedoBanmsaM HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
ITpoaykT Herpru® TabneTku, MOKPBITHIE TeHOYHOI 06051049K0H, 10 MT
Batch No / B2200554 Batch Quantity / : 687.600 KG/
Cepus Ne B O0beM napTHH 687,600 KI'
Analytical Report No / 2002FP22000436 Date of Analysis / 03-03-2022
AHaNATHYECKHIT oT4HeT No Mara aHaan3a
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JlaTa Npon3BOICTRA Tonmen o
Analysis performed according ND / Anasm3 nposegex no HJ: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)
Ne Test / TlokasaTens Result / PesyabTaTbl _Speciﬂc_gtion /Hopma
8 Microbial limits /
Mukpobuonornyeckas
MHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1uee 4yncio Menee 10 KOE/r He 6onee 1000 KOE/r
a’3pOOHBIX MUKPOOPTAHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6mee uncno  [Menee 10 KOE/T
{TPOJCKEBBIX U TUTECHEBBIX
[ rpuoB Shall be absent in 1g / OtcyrctBue B 1
Absent in 1g / OtcyteTByer B IT r
c) E. coli -
9 Assay / KonmnaectseHHOE 9.77 mg /9,77 mr Each film coated tablet contains not
onpeaeneHne less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O3:2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 Mt
el 1 1,0 MT C21H25C]N203'2HC]
(ueTupu3vHa  AUTUAPOXJIOPUA) B
- D | TabneTke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in [or 3 blisters and patient information
a carton. / TTo 10 Tabnerox B leaflet in a carton. "In bulk" package:
[MBX/amoMunanesoM 6amcrepe. [To 10 blisters in a carton. 252 cartons in
2 6nucrepa BMecTe ¢ MHCTPYKLMEN TTO master carton.
NMPUMEHEHNIO YTAKOBaHBI B ITa9Ky / Tlo 10 Tabnerox B
KapTOHHYIO. [IBX/amommnrueBoM Omuctepe. [To 2
unu 3 6amcTepa BMecTe ©
MHCTPYKIIHEI! 110 TPUMEHEHHIO
yI1akoBaHBI B TAYKy KapPTOHHYIO.
Vnakoska  "in-bulk": Ilo 10
OITACTEPOB MOMENIAIT B KApTOHHYFO
kopobky. Ilo 252 kaproHHblE
KOpOOKH TIOMEIIAIOT B KapTOHHBIHA
| - - ) ~ |xopob.
11 | Labeling / MapkupoBka According to ND / B coorsercTsuu ¢ HJJ
12 ' Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Bblie 25 °C,
[XpaHeHue
13 |Shelftife / Cpok roxHoct B years / 3 roma -

Remarks : The Product confirms to ND/
IMIpumeuanune: ITpomykT cooTrBeTcTBYET TpeboBaHmaM HJI

Conclusion : APPROVED /
3akatouenne: OJOBPEHO
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