Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Product : Cetrine film coated tablets, 10 mg
Mpoaywt  : Herpun® tabierku, NOKPLITEIC TUICHOYHON 060104K01,10 Mr
Batch No / ¢ B2300402 Batch Quantity / 687.600 KG/
Cepus Ne - Of6sem napTun 687,600 KI™
Analytical Report No / : 2002FP23000367 Date of Analysis / : 12-02-2023
AuajutrH4eckuii oTyer No N Jarta anajnsa
Date of Manufacture / ¢ 01/2023 Date of Expiry / 12/2025
JlaTa NIpoM3BOJACTEA Topen no

Analysis performed according ND / Anasus nposeaen mo HJ: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3aM. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

Ne Test / IlokazaTteanb Result / PesyabTaThi

[UIEHOYHOM 000JT0UKOMH
puckoif Ha  oJHON

[BETA.

White coloured, round, biconvex film
1 Description / Onicanue coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
IBOSKOBBIMYKJIbIC TaGJIETKU, TOKPbIThbIE

6enoro uBeTa, C
cropore. Ha

nomepevyHoM paspese — saapo 0Oenoro

Specification / Hopma
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 HBOSKOBBIMYKIBIE TaGMETKH,
MOKPHITEIE  TUIEHOWHOW  060NIOUKOiH
Genoro WiM Moyt Oenoro usera, ¢
puckoif Ha OAHOM cropoHe. Ha
NOMEPEYHOM paspese — sApo 0T Henoro
10 Moyt GeIoro LBeTa.

2 Identification by HPLC/ Complies as prescribed /
[ToxnuHAOCTHL CooTBEeTCTBYET

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). /

Bpemss yAepXWBaHUsS OCHOBHOIO
muKa Ha XpoMaTorpaMme
HCIIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpEMEHN
yIOepKHUBaHHS OCHOBHOTO THKa Ha
XpOMaTorpaMme pactBopa
cTangapTHOro obpaslua UETUPU3NHA
rHApOXIIOpHaa (pa3aen
«KonuuecTBeHHOE ONpeneIeHuen).

3 Average weight / Cpenuss 190.2 mg /190,2 Mr
Macca

Water / Boma 23 % wiw/2,3%

'_Uniformity of dosage units 3.1/3,1
/ O IHOPOIHOCTE
MO3MpPOBAHMS

191.0 mg £+ 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 1853 w™Mr oo
196,7 mr)

Not more than 8.0% w/w /
He 6omee 8,0 % - B
The acceptance value (AV) should be
lless than or equal to 15.0 /
[TokasaTens npuemneMocTi (AV)
momxkeH ObITh He Oojtee 15,0.

Remarks : The Product confirms to ND/

IMpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Cetrine film coated tablets, 10 m-g

Product

IMpojayict Herpun® TabneTku, MOKpLIThIC TIIEHOUHOH 060m09Koi, 10 M ) B _
Batch No / B2300402 Batch Quantity / 687.600 KG/

Cepust Ne N B Obwem napTum 687,600 KI"

Analytical Report No / 2002FP23000367 Date of Analysis / 12-02-2023
AnajgurHdeckuit otuer Ne JaTa aHau3a

Date of Manufacture / 01/2023 Date of Expiry / 12/2025

Jara npoussoacTea Toaen no |

Analysis performed according ND / Ananus nposexen mo H/: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / usm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne [Test/ Toka3aTtenn

Result / PesynabtaThl

6 Dissolution / PacTBopenue

97%, 99%, 98%, 96%, 100%, 100%

Specification / Hopma
Not less than 80% (Q) of the
labeled amount of

C,;H,5CIN,O5-2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenece 80 % (Q) or
HOMWHAITBHOTO conmepkaHns
C,,HysCIN,O5:2HCI (uetnpusuna
nuruapoxsopun) yepes 30 MuH.

7 Impurities by HPLC/
PoJIcTBEHHBIE TIPUMECH
LEeTHPH3MHA

a) Impurity A /
npumech A
b) Impurity B /
il‘[pVIMCCB B
c) Impurity C/

npumMech C

{d) Impurity D /
nprMecs D

e) Impurity E /
npuMecs B

f) Impurity F /
npumecs I

g) Any unspecified impurity

JIro0as equnaHast
HenACHTU(UIINPOBAHH
ast IPUMeECh

h) Total impurities / Cymma
npumecei

Not detected / He obrHapyskeHa

0.01% /0,01%
Less than LOQ (LOQ=0.017%)

Not detected / He o6aapysxena

0.03% / 0,03%

Less than Limit of Detection
(LOD=0.015%)

0.08% / 0,08%

0.1% /0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Tpumeuanue: [TpoaykTt cooTBeTcTBYET TpeboBanmam HI

Conclusion : APPROVED /
Sakouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Cetrine film coated tablets, 10 mg
Mpoayxt : IeTpuH® TabneTKH, MOKPLITLIE TNIEHOUHOH 0605104K0#H, 10 MT B - i
Batch No / ¢ B2300402 Batch Quantity / : 687.600 KG/
Cepus Ne Oo0beM mapTun 687,600 K
Analytical Report No / :  2002FP23000367 Date of Analysis / : 12-02-2023
AHaauTHYeckuii otuet No JlaTa anaJm3a B
Date of Manufacture / : 0172023 Date of Expiry / i 12/2025
JdaTa npousBoACTBA Tonen o
Analysis performed according ND / Auanus nposenen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. No 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Ne | Test/ ITokazaTenn Result / Pe3y.ibTaThl Specification / Hopma _
8 Microbial limits /
MukpoGronoriueckas
qUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6uiee yucio Menee 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 / O6uree uncmo  Menee 10 KOE/r
IPOJCOKEBBIX M IICCHEBBIX
rpu6os Shall be absent in 1g / Orcyrcrsue B 1
lAbsent in 1g / OrcyrcTByeT B IT I
c) E. coli -
9 Assay / KonnuecTBeHHOE 9.95mg /9,95 mr Each film coated tablet contains nof
oripeneieHue less than 9.0 mg and not more than 11.0
wy  CyHpsCIN,O4: 2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
00 1 1,0 Mr C21H25C1N203‘ 2HC]=
(ueTMpU3MHA  JAUTHAPOXIOPHL) 3!
b TabyeTke.
10 Package / VnakoBka 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. / Tlo 10 Tabnerox B leaflet in a carton. "In bulk" package:
IBX/amroMmunnesom 6nucrepe. ITo 10 blisters in a carton. 252 cartons in
2 6nucTepa BMeCTe ¢ MHCTPYKIEH Mo master carton.
MPHMEHEHHUIO YITaKOBaHEl B TTAYKY ITo 10 Tabnerok B
KapTOHHY10. MBX/amomuunerom ommcrtepe. [o 2
unu 3 Gnucrepa BMECTE C
WHCTPYKLHEH TT0 MPUMEHESHITO
VIAKOBAHE! B TAYKY KapTOHHYTO.
Vmakoska  "in-bulk": Tlo 10
GrucTepoB MOMELIAIOT B KAPTOHHYHO
kopobky. [lo 252  xapronHeie
KOpoOKKM TOMEIIaloT B KapTOHHBIN
Kopoo. |
11 Labeling / MapkupoBka According to ND / B cooTtBetcTBHM ¢ H]]
12 Storage conditions / At temperature below 25 °C. / Tlpu Temneparype ne Bbile 25 °C.
XpaHeHHe
13 Shelf life / Cpok rogHocTH 3 years / 3 roga B

Remarks : The Product confirms to ND/
HMpumeyanne: [IpoaykT cooTBeTCTBYET TpeboBauusam HJT

Conclusion : APPROVED /
Zaxawuenue: OJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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