CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg - N
HpoaykT : LletprH® TabNeTKH, TOKPHITHIE IEHOYHOH 0605104K0M, 10 MT . |
Batch No / : B2103983 Batch Quantity / : 670.710 KG/
Cepus Ne O06beM nmapTun 670,710 K"
Analytical Report No / 2002FP21002304 Date of Analysis / : 30-11-2021
AHaJuTudecKHi oTyeT No JlaTta anaausa
Date of Manufacture / 11/2021 Date of Expiry / : 10/2024
JlaTa npou3BoaAcCTBA Tlonen no

Analysis performed according ND / Auaaus nposeaen no HJI: TT N013283/01-160919 (amend Ne 1 from

12.05.2020 / m3am. Ne 1 ot 12.05.2020)

Ne Test / MokazaTean

1 Description / Onucanue

Result / PesybTaTnl

Specification / Hopma

IJIEHOYHO! 060JT0UKOI
puckoli Ha  OnHOM
TOTIEPEYHOM  pa3pese
uBeTa.

White coloured, round, biconvex film| White or oft white coloured, round,
coated tablet with a breakline on one side.|biconvex film coated tablet with a
White core on a cross section. / Kpyrnsie|breakline on one side. White to off-
NBOSKOBBINMYKIBIE TabneTKW, TOKpEITEIeWhite core on a cross section. /

oenoro 1BeTa, c|Kpyrible ABOSKOBBITYKIIBIE TabMETKH,

cropoHe.  HalmokpbITble  IJIEHOYHON  o6onoukoit
— sapo Oenoro|benoro wWiIM TOYTH Oelloro uBeTa, C
puckoift Ha onmHOW cTopoHe. Ha
NonepevHoOM paspese — AAPo oT Genoro
J10 TIOYTH GeJoTo IBETA.

2 Identification by HPLC/ ) (fmplies as prescribed /

[TopuHHOCTB

3 Average weight / CpenHsisn 190.5mg / 190,5 mr

CUO'[‘BC’l'U‘l'By €r

macca
4 Water / Boxa | 3 1% wiw /3,1%
5 Uniformity of dosage units 2.0/2,0

/ OmHOpORHOCTH
NO3UPOBAHHS

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). /

Bpemst ymepXHWBaHWS OCHOBHOTO

nuKa Ha XpoMaTtorpamMMe
UCTIBITYEMOrO  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BpeMeHH
yIOepXKMBaHUA OCHOBHOIO MUKa Ha
XxpoMatorpaMmme pacTBopa
CcTaHmapTHOrO oOpa3ua LeTHPU3NHA
THAPOXNIOpUAA (paznen

«Konn4ecTBEHHOE ONPENCIIEHUE). |
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (or 185,3 Mr mo
196.7 mr) -

Not more than 8.0% w/w /

He 6oxee 8.0 % - _
The acceptance value (AV) should be
less than or equal to 15.0 /

[Toxazarens mpreMneMocT (AV)
nomxeH ObITE He 6onee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: TIponykt cooTBeTCcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
Zakawdenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr : LerpuH® TabiieTkH, MOKPHITHIE MIIEHOYHOI 060n04K0#,10 Mr -
Batch No / : B2103983 Batch Quantity / 670.710 KG/
Cepusi No O6nem mapTun 670,710 KI"
Analytical Report No / : 2002FP21002304 Date of Analysis / 30-11-2021
AnajguTndeckuii oryetr No Jata aHaau3a
Date of Manufacture / : 1172021 Date of Expiry / 10/2024
JaTta npousBoacTea I'open o

12.05.2020 / uzm. Ne 1 ot 12.05.2020)

Analysis performed according ND / Auanus nposeaen no HJI: TTN013283/01-160919 (amend Ne 1 from

[Ne  |Test/Iokasarenn - Result /:Pe3y.Ill>TaTbl
Dissolution / PacTBopenue 96%, 99%, 98%, 98%, 99%, 98%

Specification / Hopma

amount

Not less than 80% (Q) of the
labeled
C21H25C1N203'2HC1
dihydrochloride) is dissolved in 30

of

(cetirizine

minutes /
He wmenee 80 % (Q) or
HOMMHAITBHOTO collepXKaHus

C,HysCIN,O5-2HCI (uetupusuna
muraapoxyopun) depes 30 MuH.

7 Impurities by HPLC/
PoncTteeHHbie npuMecH
LETHPU3UHA

a) Impurity A /
npuMech A

b) Impurity B /
npumMech B

c) Impurity C/

JIroGas eqpHuyHasn
HenaeHTUHIMPOBAHH

as MpUMech
0.1%/0,1%

h) Total impurities / Cymma
npuMecei

Not detected / He obuapyskena

Not detected / He o6Hapy>xeHa

Not detected / He oOHapyxeHa

Yo

%

%

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

a) Not more than 0.2 % / ve Gonee 0,2

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

¢) Not more than 0.2 % / ne 6onee 0,2

npumMecs C d) Not more than 0.2 % / ve 6onee 0,2
0,

d) Impurity D / Not detected / He o6HapyxeHa o

npumeck D e) Not more than 0.2 % / ue Gonee 0,2
0,

e) Impurity E / 0.05% / 0,05% "o

fipumeck E !f) Not more than 0.2 % / ue 6onee 0,2

. 0,

f) Impurity F / Not detected / He o6HapysxeHa &8

npumech F
g) Not more than 0.2% /

g) Any unspecified impurity 0.10% /0,10% He Gonee 0,2%

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akarwuyenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Mponykr LleTpuH® TabIIETKY, MOKPHITEIE NTNEHOYHON 0601104KO0M, 10 Mr .
Batch No / : B2103983 Batch Quantity / : 670.710 KG/
Cepns Ne O6bem napTuu 670,710 K" __
Analytical Report No / 2002FP21002304 Date of Analysis / 30-11-2021
AHAJIUTHYECKHIT oTdeT Ne HMata anaausa
Date of Manufacture / 11/2021 Date of Expiry / 10/2024
Jdara npon3BoacTRa I'ogen go

Analysis performed according ND / Anasus nposeaen mo H{: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3am. Ne | ot 12.05.2020)

Ne
8

| Test / TTokazaTenn
[Microbial limits /

Result / PezyabTaThr

[MukpoGronornyeckas
MyCTOTa

a) Total aerobic microbial
[count / OB1uge YnucIo
Ia3p06m,rx MUKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O6mee uncro
HPOXIKEBBIX U TIIECHEBBIX
rpuboB

c) E. coli

Assay / KonnyecTBeHHOE
onpeneneHue

Specification / Hopma

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

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

Absent in 1g / Oreyrersyer 8 T

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

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

Shall be absent in 1g / OtrcytcTBue B 1
"

19.78 mg /9,78 mr

10

Package / YnakoBka

Each film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr

10 1 1,0 MI C21H25C1N203'2HC]
(uerupusnHa IUTUIPOXITOPHI) B
TabeTke.

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a
[carton. / TTo 10 Tabnerok B
IMBX/anmromuaneBoM Omuctepe. [To 2
OicTepa BMeCTe ¢ MHCTPYKIMeit no
PHMEHEHUIO YIAaKOBAHBI B IIAUKY
KapTOHHYFO.

Labeling / Ma—pknpOBKa

' According to ND / B cootsetcTBhu ¢ HJI "

Storage conditions /
XpaHeHue

13

Shelf life / Cpok romHocTn

3 years / 3 roga

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.

/ TTo 10 Tabnetok B
[IBX/amomunneBom 6nuctepe. [To 2
nnu 3 OmcTepa BMeCTe C
WHCTPYKIMEN 110 MPUMEHEHUIO
yIaKoBaHb! B MAUKy KAPTOHHYIO.
Vmakoeka  "in-bulk": Tlo 10
OMMCTepOB TIOMEINAIOT B KAPTOHHYTO
kopobky. [Ilo 252 kapTOHHBIE
KOpPOOKH ITOMEINAIOT B KapTOHHBIN

At temperature below 25 °C./ HpﬁemnepaType;e BhIwe 25 °C,

Kopob.

Remarks : The Product confirms to ND/
Tpumeuanue: IIponyKT cooTBETCTBYET Tpebopanusam HJI

Conclusion : APPROVED /
Jaxiaouenue: OJOBPEHO
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