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CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJNU3A
Product Cetrine film coated tablets, 10 mg -
Mponyxr Herpun® TabaeTku, MOKpPLIThIE TIEHOTHOR 060104Koif, 10 Mr ) |
Batch No / B2103609 Batch Quantity / 667.07 KG/
|Cepnar Ne |O6Bbem mapTum 667,07 KIC |
Analytical Report No / 2002FP21002053 Date of Analysis / : 13-10-2021
AHaTuTUYEeCKHH oTYeT No Jata anajausa
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
JlaTa mpon3BOACTBA Tonew 1o

Analysis performed according ND / Auanus nposegen mo HI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Ne Test / Ilokaszarean

| | Description / Onwucanne

Result / PesynabTaThi

Specification / Hopma

White coloured, round, biconvex [ilm
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnble
NIBOAKOBBIMTYKIBIC TAaOJIETKH, TIOKPBITHIE
IIEHOYHOW 000J10uKoi Oemnoro 1BeTa, C
puckoit Ha  omHoW  cropoHe. Hua
rorepeyHoM paszpe3e — sapo  6Genoro
BETA.

2 Identification by HPLC/
[TomJIMHHOCTD

3 Average weight / Cpennas
Macca

4 Water / Boma

5 Uniformity of dosage units
/ OmHOpONHOCTh
IO3MpPOBaHUs

o mouTH OeJloro LBETA.

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. /
Kpyrnble OBOSKOBBIMYKIIBIE TaONeTkW,
HOKPbITbIE  IUIEHOYHUR  0060JoYKON
feroro WM MOYTH OENIOro LBETa, C
puckoit Ha oAHOt cTopoHe. Ha
NoTepeuHoM paspese — AApPO OT GENoro

Complies as prescribed /
CooTBETCTBYET

1920mg / 192,0 Mr

3.6% wiw /3,6%

solution (section Assay). /

YACPXKHUBAHUA OCHOBHOIO IHMKAa Ha

CTaHAapTHOTO 06pa3ua HETUPHUINHA

[196,7 mr)

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

BpemMsa ynepxvBaHus
nuka Ha XpomarorpaMmme
UCMBITYEMOr0  pacTBopa  [JOJDKHO
COOTBETCTBOBATH BpEMEHH

OCHOBHOTO

XpoMmarorpaMmMe pactBopa
rUAPOXNOpUAA (pazzen
«Konu4ecTBeHHOE ONpENENEHNUE»). |
191.0 mg £ 3.0% (185.3 mg-196.7 mg)
191,0 Mr = 3,0% (ot 185,3 Mr mo

Not more than 8.0% w/w /
He Goiee 8,0 %

521752

less than or equal to 15.0 /
[Tokasatens npuemieMoct (AV)
nomkeH O61Th He Honee 15,0.

The acceptance value (AV) should be '

Remarks : The Product confirms to ND/
IMpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion ;: APPROVED /
3akawuenune: OIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg -
MpoaykT LletprH® TabneTky, MOKPLITHIE TNCHOYHOH 060m09koi, 10 Mr
Batch No / B2103609 Batch Quantity / 667.07 KG/
Cepus Ne Ob6bem mapTHH 667,07 KI"
Analytical Report No / 2002FP21002053 Date of Analysis / 13-10-2021
AnajquTH4yecKuii otyer No JlaTa ananu3sa
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
JaTa npoH3BoOACTBA I'ogen no

Analysis performed according ND / Anaaus nposeaen mo H/: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / y3m. Ne 1 ot 12.05.2020)

[Ne  |Test/ oxaszarean
6 Dissolution / PactBopenye

7 Impurities by HPLC/
PoactBeHHbIC IPUMECH
' LIETUPHU3NHA

{a) Impurity A/
npumecs A

|

[o) Impurity B /
‘npnmecn B

c) Impurity C/
npumecs C

{d) Impurity D /
npuMecsk D

e) Impurity E /
npuMeck E

f) Impurity F /
‘l’[pI/IMeCB F

g) Any unspecified impurity

JIro6as emnHUYHAS
iHCVII{CHTH(bI/ILlI/IpOBaHH
ast IPUMeECh

h) Total impurities / Cymma
npuMeceit

Result / PesynbTaThl

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

| Specification / Hopma
Not less than 80% (Q) of the
labeled amount of
C,H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He w™enee 80 % (Q) or
HOMMHAITBHOTO COAEPKAHNUS
C, HysCIN,O5-2HCI (ueTupusina
nuruapoxjopun) yepes 30 MuH.

Less than Limit of Detection
LOD=0.005%)

Less than LOQ (LOQ=0.010%)

0.05% / 0,05%

Not detected / He o6HapyxeHa

0.04% /0,04%

Not detected / He o6napyskeHa

0.09% /0,09%

0.2% /0,2%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Mpumeuanue: [TpoxykT cooTBeTCTBYET TpebopaamsaM HJL

Conclusion : APPROVED /
3akmiouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATU3A

Product : Cetrine film coated tablets, 10 mg

Mpogykt : Llerpun® TabieTkn, MOKPHITHIE MIeHOYHON 060moukoif, 10 Mr -
Batch No / : B2103609 Batch Quantity / : 667.07KG/

|Cepust Ne O6beM napTHi 667,07 KT’

Analytical Report No / : 2002FP21002053 Date of Analysis / ¢ 13-10-2021

| AHaaATHYECKMit oTyeT Ne JMata aHaausa

Date of Manufacture / ¢ 09/2021 Date of Expiry / : 08/2024

Jdata npou3BoacTBa TIonen xo

12.05.2020 / uam. Ne 1 o1 12.05.2020)

Analysis performed according ND / Anaaus nposeaen mo HJI: TTN013283/01-160919 (amend Ne 1 from

| Ne Test / Iloxa3aTtean Result / Pe3yabTaTbl Specification / Hopma -
8 Microbial limits /
Mukpobuonoruueckas
HHUCTOTA
a) Total aerobic microbial 10 CFU/g/ Not more than 1000 CFU/g /
count / OG1iee 4ncno 10 KOE/r He Gonee 1000 KOE/r
a3po0HBIX MUKPOOPTaHU3MOB
Not more than 100 CI'U/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He Gonee 100 KOE/T
mould count / O6umee uncno [Menee 10 KOE/r
IPOYKIKEBBIX 1 TUIECHEBBIX
rpu6oB Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g/ OtcytctByer B 1T r
| eYE.col
9 Assay / KonnyecTBeHHOE 9.96 mg /9,96 mMr Each film coated tablet contains not
oripesiesieHNe less than 9.0 mg and not more than 11.0
mg  C, HysCIN,O5-2HCI  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr
0 1 1,0 MT C21H25C]N2032HC]
(ueTUpH3MHA  TUTUAPOXTIOPUN) B
TabNeTKe.

10 Package / YmakoBka 10 tablets in PVC/aluminum blister. 2 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a for 3 blisters and patient information
carton. / [To 10 tabnerok B leaflet in a carton. "In bulk" package:
[IBX/amomMuuuesom Omctepe. [1o 2 10 blisters in a carton. 252 cartons in
BIrcTepa BMecTe ¢ MHCTPYKIINEH 1o master carton.

IPUMEHEHHUIO YIIaKOBaHbI B NAYKYy / I1o 10 TabneTok B

KapTOHHYIO. [IBX/anmromuaneBoM 6nmctepe. 1o 2
unu 3 6rmcTepa BMECTE C
MHCTPYKIHEH 10 TPUMEHEHHIO
yTIAKOBAHBI B TIAYKY KapPTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
GIICTEPOB MOMEIIAFOT B KAPTOHHYFO
kopobky. ITlo 252 kapronHkle
KOPOOKH TOMEILIAoT B KapTOHHBIN

| - Kopob. - -

11 Labeling / MapkupoBka According to ND / B cootserctBun ¢ HII

12 Storage conditions / At temperature below 25 °C. / TIpn TemnepaType He Bbille 25 °C.

XpaueHue
13 Shelf life / Cpok ronHocTu 3 years /3 roma

Remarks : The Product confirms to ND/
Mpumeuanne: [TpoxykT cooTBeTcTBYET TpeboBaHuam H/I

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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