Uncontrolled Copy

CERTIFICATE OF ANALYSIS

Jara IPOM3BOACTBA

Tonen go

CEPTUDUKAT AHAJIU3A
[Product : Cerine film coated tablets, 10 mg
Npoaykr : Llerpua® TabieTky, MOKPBITHIE NIEHOYHOH! 000J104KOii, 10 Mr
Batch No / : B2103401 Batch Quantity / 673.120KG / i
| Cepusn Ne O6beM napTHu 673,120 KI’ |
Analytical Report No / 2002FP21001919 Date of Analysis / s 24-09-2021
AnanuTH4ecKuii oryeT Ne JlaTa anajau3za
Date of Manufacture / ¢ 08/2021 Date of Expiry / 07/2024

Analysis performed according ND / Auanns nposeaen no HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Ne [ Test/ Tlokasatean

1 Description / OnucaHue

Result / PesyanTatsl

| Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisle
TBOSIKOBBIMYKJIbIE TabNETKH, TIOKPBITHIE
eHoynoii obosouxoil Genoro uBera, ¢
puckoii Ha  onmHOM  cropone. Ha
nonepeyHoM paspese — sAApo Oesoro
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. /
Kpyrabie nBOsKOBBINYKIIbIe TabieTKHy,
MOKPHITHIE  IUIEHOYHOM  060J0uKOi
Oesioro mMnu modTH OeJloro usera, ¢
puckoii Ha oxHOW cropone. Ha
nonepeuHoM paszpese — AApo oT 6eoro

|0 mouTy HeJ10ro UBeTa,

2 | Identification by HPLC/
[ToanuHHOCTH

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
dihydrochloride reference standard
solution (section Assay). /

Bpemss ynepuBaHUS OCHOBHOIO

nuKa Ha XpomaTorpamMmme
UCIBITYEMOr0  pacTBOpa  IOJXKHO
COOTBETCTBOBATh BpPEMEHU
yAepKUBaHUS OCHOBHOIO IMKa Ha
XpoMarorpaMme pactBopa
cTaHjapTHOro obpasua LETHPU3HHA
rUapoXxJIopuaa (pa3znen

«KonuyecTseHHOE OIpefieieHrey).

3

Average weight / Cpeanss
Macca

Water / Bona

193.1mg / 193,1 mr

3.5% wiw / 3,5%

1196,7 )

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,33 mr no

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

ur‘ E

| Uniformitya" dosage units
OaHopoIHOCTh
NO3UPOBaHUs

23723

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokasarens nmpuemieMocTy (AV)
imoynkeH O6bITh He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeyanne: T1ponyKT COOTBETCTBYET TpebopaHuam HJI

Conclusion : APPROVED /
3akaouenue: ONJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg ]
IlpoaykT Lerpun® Tab/eTKy, NOKPBITbIE TIeHOYHOH 060104K0#, 10 Mr |
Batch No / B2103401 Batch Quantity / 673.120KG /
Cepus Ne - ____|O6bem napTun 673,120 KT" B
Analytical Report No / 2002FP21001919 Date of Analysis / 24-09-2021
|AHaauTHYeCKHIi oTueT No Jarta ananusa
Date of Manufacture / 08/2021 Date of Expiry / 07/2024
JaTa npousBoacrea Toxen go

Analysis performed according ND / Ananus nposeaen no HJI: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Ne [ Test/ Ioka3ares

Result / Pe3yabTatThi

Specification / Hopma

6 Dissolution / PactBopenue

101%, 100%, 98%, 100%, 100%, 101%

Not less than 80% (Q) of the
labeled amount of
C21H25C1N203‘2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMUHAJILHOT'O coaepxanus
C,1H,sCIN,O;3-2HCI (uerupusuna
\muruapoxnopun) yepes 30 MuH.

7 Impurities by HPLC/
PoncreHHbie nprMecu
LeTHPH3NHA

a) Impurity A /
npumech A

b) Impurity B /
npumecs B
c) Impurity C/
npumecs C
d) Impurity D /
npumMeck D
e) Impurity E /
npumecs E

f) Impurity F /
npumecs F

JIro0as eqmHuunas
HEeHUIeHTU(OULIPOBAHH
ast IpUMech

npumecei

g) Any unspecified impurity

h) Total impurities / Cymma

Less than Limit of Detection
(LOD=0.005%)

Not detected / He obrapyskeHa
Not detected / He ofnapyxena

Less than LOQ (LOQ=0.003%)

0.04% / 0,04%

Not detected / He o6Hapyxena

0.11%/0,11%

0.2% /0,2%

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

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

c) Not more than 0.2 % / xve 6onee 0,2
%

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

e) Not more than 0.2 % / He 6osee 0,2
%

f) Not more than 0.2 % / He 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/
IMpumeyanne: Ilponykr coorBeTcTBYET Tpebosanmam HJL

Conclusion : APPROVED /
3akmiouenne;: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJMU3A

[Product Cetrine film coated tablets, 10 mg

IlponykTr LleTpun® TabneTky, NOKPhIThHIE MIeHOYHOH 060104 K0i, 10 Mr

Batch No/ B2103401 Batch Quantity / 673.120KG / -
Cepus Ne O0Bem naprun 673,120 KI" 1l
Analytical Report No / 2002FP21001919 Date of Analysis / 24-09-2021

Ananutnyeckuii oTyer Ne Jara anannsa

Date of Manufacture / 08/2021 Date of Expiry / 07/2024

Jara npoM3BoacTBA Togen 1o

Analysis performed according ND / Anaaus nposenen no HJL: I1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Result / PesyabTarsl

Specification / Hopma B

(Ne | Test/ okasarein

8 Microbial limits /
Muxpo6uonoruueckas
YUCTOTA

a) Total aerobic microbial
count / O6uiee Yucio
a’pOOHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / Obuiee yucno
IPOMNOKEBLIX U IJICCHEBbIX

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

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

Not more than 1000 CFU/g /
He Gosnee 1000 KOE/r

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

rpuooB Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OrcyTctByeT B Ir r
c) E. coli
9 Assay / KonuuecTBeHHOe 10.02 mg/ 10,02 mr Each film coated tablet contains not
OIpe/leNIeHne less than 9.0 mg and not more than 11.0

mg C;H,sCIN,O3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr

10 1 1,0 Mmr C21H25C1N203'2HC]
(ueTMpU3MHA ~ JMTHAPOXJOPHUA) B
Tabnerke.

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet in a
carton. / [To 10 Tabnetox B

1B X/anomunueBoM 6nucrepe. [o 3
OiHcTepa BMECTE C MHCTpyKLUuMe 1o
NPUMEHEHHUIO Y1aKOBaHbI B NAUKy

| According to ND / B coorserctsuu ¢ HJT

|At temperature below 25 °C. / ITpu Temnepatype He Bbile 25 °C.

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.

/ ITo 10 TabneTok B
IMBX/amomunueBoM 6nuctepe. I1o 2
unu 3 GiucTepa BMECTE C
MHCTPYKLHEH MO MPUMEHEHHIO
YIaKOBaHbl B MAYKY KAPTOHHYIO.
Vnakoska  "in-bulk": Tlo 10
GIICTEPOB IIOMENIAIOT B KAPTOHHYIO
kopoOky. Ilo 252  kapToHHbe
kOpoOKH TMOMEIIAIOT B KAPTOHHBIM
KOpoO.

10 Package / YmakoBka
KapTOHHYIO.
11 Labeling / Mapxnpoﬁa
12 Storage conditions /
XpaHeHue
13 Shelf life / Cpok rogsoctn 3 years / 3 roga

Remarks : The Product confirms to ND/
Ipumeuanue: [TponykT coorBercTByeT TpeboBanuam H/JL

Conclusion : APPROVED /
3axawdenne: OJOBPEHO
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