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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Hpoaykr [eTpun® TabIeTKH, MOKPHITHIC IIIEHOYHOH 0601049K0#, 10 M
Batch No / B2301457 Batch Quantity / 687.600 KG /
Cepusn Ne O06bem napran 687,600 KI"
Analytical Report No / 2002FP23001130 Date of Analysis / 30-04-2023
|AHanuTHYecKHii oTyeT No JaTta ananusa
Date of Manufacture / 04/2023 Date of Expiry / 03/2026
JlaTa npou3BOACTBA Togen oo

Analysis performed according ND / Anamus nposexen no HI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Ne Test / Hoxa:_aaTe.rlb

Result / PesyabTaTsl

| Specification / Hopma

White coloured, round, biconvex film

White or off white coloured, round,
biconvex film coated tablet with a

section. /
000J104KO

ctopoHc. Ha

[TopmuHHOCTD

CoOTBETCTBYET

1 Description / Onicanve coated tablet with a breakline on one side.
White core on a cross section. / Kpyrneie breakline on one side. White to off-
NBOSKOBBLINYK/bIE TaONeTKH, TOKPBLIThIE|White core on a cross
MIEHOYHOM 000JI04Koif Germoro meera, ¢Kpyrisle NBOAKOBBIMYKIIBIE TabIETKH,
pUCKOM  Ha  OIHOM  CTOpPOHE. [OKPBITHIE  TUIEHOYHOI]
norepeyHoM paspeze — sAgpo Oenorof6enoro miM mnodtv Oenoro uBera, ¢
[BETA. puckoi Ha  OMHO#
MOTIepedHOM pa3pese — Aapo OT Gesioro
o mo nouTw 6eNIoro 1BETA. N o
2 Identification by HPLC/ Complies as prescribed / 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). /

Bpems  ynep>KUBaHUSI  OCITOBIIOrO
nuKa Ha XpoMarorpamme
MCTIBITYEMOT0  PacTBOpa  JIOJKHO
COOTBETCTBOBATD BpPEMEHH
VIEPKUBAaHAA OCHOBHOTO IHKa Ha
XpoMaTorpamMe pacTBopa
cTaHgapTHoro obpasua LEeTHpPH3UHA
TUAPOXIIOpHAA (pazgen
«KosnnuecTBeHHOE OnpeiesIeHUe»).

3 Average weight / Cpeansas
Macca

187.8 mg / 187,8 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (or 185,3 mr m9
196,7 mMr)

4 Water / Bona

2.5% wiw /2,5%

Not more than 8.0% w/w /
He 6onee 8,0 %

5 Uniformity of dosage units
/ OHOPOIHOCTE
[TO3HPOBAHHS

34/34

The acceptance value (AV) should be
less than or equal to 15.0/
[lokazaTens npreMmnemMoctd (AV)
orkeH OBITE He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuyanue: [Ipogykr cooTBeTcTBYET TpeboBammsaM HJJ

Conclusion : APPROVED /
Zaxmoyenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr : Llerpu® TabieTKH, MOKPHITLIE TNIEHOYHOH 060J104K0#, 10 MI
Batch No / : B2301457 Batch Quantity / ¢ 687.600 KG /
Cepna Ne O0bem MapTHH 687,600 KI'
Analytical Report No / ¢ 2002FP23001130 Date of Analysis / : 30-04-2023
Ananurndeckuii oryer Ne JlaTa aHaju3a
Date of Manufacture / : 04/2023 Date of Expiry / ¢ 0372026
JlaTa mpon3Bo/ACTBA T'open 1o

Analysis performed according ND / Anasns nposenen nmo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / mwam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

[ Ne Test / lokasaTenn Result / Pe3yabTaTsl Specification / Hopma B
6 Dissolution / PacTeopeHue 98%, 98%, 97%, 98%, 98%, 98% Not less than 80% (Q) of the
labeled amount of

C21H25C1N203' 2HCI1 (cetirizine
dihydrochloride) is dissolved in 30

minutes / .
He wmenee 80 % (Q) or
HOMHHAJBHOTO coiepKaHus

Cz]H25ClN203‘2HC1 (LICTI/[pI/IBI/IHa
nuruapoxyiopua) Yepes 30 MuH.

7 Impurities by HPLC/

PoncreeHHsIe TpuMecH a) Not more than 0.2 % / ne 6onee 0,2
UeTHPU3HHA %

) Not detected / He o6Hapy>xena
a) Impurity A / b) Not more than 0.2 % / ne Gonee 0,2
nmpuMech A A

Less than LOQ (LOQ = 0.010%) / Hyxe

I ity B
2) Hﬁggﬁg / npeena KONHYeCTBEHHOro onpeencHns [°) E\I‘)t more than 0.2 % / ne Gonee 0,2
pumeck (TTKO = 0,010%) %o
c) Impurity C/ 0.02% / 0,02%
npuMecs C d) Not more than 0.2 % / ne 6onee 0,2
d) Impurity D / Not detected / He oGHapyxeHa %
nprMeck D e) Not more than 0.2 % / ne Gonee 0,2
o) Impurity E / Less than LOQ (LOQ = 0.023%) / Husxe |7
TpeieNa KOJMHYECTBEHHOTO OTIpeeNIeHHs
npavecs E (IP[KO =0,023%) P f) Not more than 0.2 % / ve 6oxee 0,2
f) Impurity F / Less than LOQ (LOQ = 0.041%) / Huxe | 70
npumech F npezena KoJIMYECTBEHHOr0 OnpeaeneHus
(TTKO = 0,041%) g) Not more than 0.2% /
g) Any unspecified impurity ’ He 6onee 0,2%
Jrobas eqnHUYHAS 0.07%/0,07%
HeueHTHULMPOBaHH h) Not more than 2.0% /
Al IpUMecs He Gonee 2,0%

h) Total impurities / Cymma | 0.1%/0,1%

npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBETCTBYET TpeboBaHmaM HJI 3axkaouenue: OJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Hpoayxr L{eTprH® TabJIeTKH, MOKPLIThIC TIEHOYHON 0005104KO0M, 10 MI
Batch No / B2301457 Batch Quantity / 687.600 KG /
Cepusa Ne O6nem naprun 687,600 KI'
Analytical Report No / 2002FP23001130 Date of Analysis / 30-04-2023
AHaTHTHYECKHI oT9eT No JlaTa anannsa
Date of Manufacture / 04/2023 Date of Expiry / 03/2026
Jata npon3BoacTBa 'ogen xo
Analysis performed according ND / Ananuz nposexen mo HJL: 11 N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wzm. Ne 2 ot 07.10.2021)
[ Ne Test / Tloka3arenn Result / PesynbTaThl Specification / Hopma
8 Microbial limits /
Mukpobronornueckas
YUCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Obuiee yncno Menee 10 KOE/r He Gonee 1000 KOE/r
a3po6GHBIX MUKPOOPTaHHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CI'U/g / He Gomnec 100 KOE/r
mould count / O6uiee uncno  Menee 10 KOE/r
JOPOAOKEBBIX H ITIECHEBBIX
rpuboB Shall be absent in 1g / OtcyTcreue B 1
Absent in 1g / OtcyTcTByeT B 1T r
c) E. coli
0 Assay / KonnuecteeHHoe 9.88mg /9,88 mr Each film coated tablet contains not
onpenencHue less than 9.0 mg and not more than 11.0
mg CyHysCIN,O32HCI  (cetirizine|
dihydrochloride) per tablet / Ot 9,0 wmn
710 1 1,0 Mr C21H25C1N203'2HC1
(ueTMpu3uHA  OUTHAPOXIIOPHUI) B
TabieTke.
10 Package / YiakoBka 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. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[1BX/anromunanesom o6mucrepe. [To 10 blisters in a carton. 252 cartons in
3 6nrcTepa BMecTe ¢ MHCTPYKUMEH 110 master carton.
NPUMEHEHUIO YNAKOBAaHbI B [IAUKY / ITo 10 TabneTok B
KapTOHHYIO. [IBX/amomnnaneBom 6nuctepe. ITo 2
win 3 GiHcTepa BMecTe ©
WHCTPYKUHEH 10 TPUMEHEHHIO
lYITaKOBaHEI B TTa4Ky KapTOHHYIO.
Vnakoeka  "in-bulk": Ilo 10
OAMCTEpOB MOMENIAIOT B KapTOHHYO
kopoboky. Ilo 252  kapronHble
KOPOOKH TIOMEUAT B KapTOHHBIM
KOpOO.
11 Labeling / Mapkuporka According to ND / B cootBetcTeun ¢ HJJ
12 Storage conditions / IAt temperature below 25 °C. / I1pu temnepatype He Bpie 25 °C.
XpaHeHue
13 Shelf life / Cpok roanoctu years / 3 roga

Remarks : The Product confirms to ND/
Npumeuanune: ITpoaykr coorBercTByeT TpeOoBanuam HJIL

Conclusion : APPROVED /
3axauenue: ONOBPEHO
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ELECTRONIC SIGNATURES
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