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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg o
Hpoaykr LlerprH® TabNeTKH, MOKPbIThIE MIeHOUHOH 060104K0MI, 10 MI
Batch No/ B2202615 Batch Quantity / : 687.600 KG/
Cepus Ne O0nbemM napTHu 687,600 KI"
Analytical Report No / 2002FP22001777 Date of Analysis / : 31-08-2022
AHaadTHYECKHIT 0TYeT No - JlaTta anaymsa
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
Jara npousBoacTBa I'oxen g0
Analysis performed according ND / Auasus nposegen mo HJL: 11 N013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)
ENQ Test / [lokazatenan Result / PesyabraThl - Specification / Hoﬂr\_:_:in— -
White coloured, round, biconvex film| White or off white coloured, round,
1 Description / Onucanue coated tablet with a breakline on one side.|biconvex film coated tablet with a
White core on a cross section. / Kpyrneie|breakline on one side. White to off-
TBOAKOBLINYKNble TabneTku, nokpeiThie|white core on a cross section. /
MIEHOYHOM o6osioukoi Oenoro 1Beta, c|Kpyriible OBOAKOBBITYKIEIE TaONETKH,
puckoit Ha  oaHOM  cropoHe. HajlokpeIThie TUIEHOYHOH  060104KOi]
MoTiepeyHoOM paspese — sgApo Oenoro(benoro WM MOYTH Genoro uBeTa, c
[BETA. puckoii Ha omHOM cropone. Ha
[1I0TIEPEYHOM Pa3pe3e — sApo OT GesToro
I 10 TOYTH GeJoro HBeTa.
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
IToAnUHHOCTD CoOTBETCTBYET 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 ypmepXwBaHHST OCHOBHOTO
nuka Ha Xpomarorpamme
HCIIBITYEMOTO  PacTBOpa  JIOIDKHO
COOTBETCTBOBATH BpPEMECHH
yaep)KUBaHHUS OCHOBHOTO TIHKa Ha
XpoMmarorpamme pacTBopa
cTaHAapTHoro obpasua LEeTHPU3UHA
TUIpOXJIOpHIA (paznen
(1R «KonnyecTReHHOE ONpeleienney). |
3 Average weight / Cpennisas 1904 mg / 190,4 mr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
mMacca 191,0 Mr + 3,0% (OT 185,3 MT o0
N 196,7 Mr) _
4 Water / Boga 3.0%w/w / 3,0% Not more than 8.0% w/w /
He Gonee 8,0 %
5 Uniformity of dosage units 33/33 The acceptance value (AV) should be
/ OMHOPOJHOCTH less than or equal to 15.0/
[TO3UPOBAHNUSA [TokazaTens npuemiemMoctu (AV)
moykeH OBITEL He Gontee 15.0.

Remarks : The Product confirms to ND/
INpumeyanmne: IlponykT coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axkmwuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg =
_IIEQJ_IJVKT IleTpun® TabieTkH, MOKPLITHIC NIEHOYHOMH 060510uK0H, 10 MI
Batch No / B2202615 Batch Quantity / : 687.600 KG /
|Cepust Ne O6Bem napTuu 687,600 KI"
Analytical Report No / 2002KP22001777 Date of Analysis / 31-08-2022
AnajimTudecknii otyer Ne Jlara anannza
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
daTta nponsBoacTea I'omen a0

Ne

Analysis performed according ND / Auanus nposeaen o HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Test / okazaTtenn

Result / PesyabTaTsl

Specification / Hopma

6

Dissolution / PaCTB_OpeHI/Ie

99%, 99%, 101%, 103%, 101%, 102%

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

He w™enee % (Q) or
HOMHHAJIBHOTO cofepxanus
IC21Hy5sCIN,O3-2HCI (uetnpusuna
IMrHApoXJIoOpHA) Yepes 30 MUH.

80

_Impuritic_:s?y HPLC/
PoncreenHsle mpuMecu
LETUPU3HUHA

a) Impurity A/
nmpuMech A

b) Impurity B /
npumecs B
c) Impurity C/
npuMeck C

d) Impurity D /
npumecs D

e) Impurity E /
npumech E

f) Impurity F /
npuMech F

g) Any unspecified impurity

JroOas equHNYHAS
HenJTeHTHHULMPOBAHH
st MPUMeECh

h) Total impurities / Cymma
npuMecei

Not detected / He oGHapyskeHa

Less than LOQ (LOQ=0.010%)

Not detected / He o6Hapy»xeHa
Not detected / He oGHapyxeHa
0.02% / 0,02%

Less than Limit of detection

(LOD=0.015%)

0.08% / 0,08%

0.1%/0,1%

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

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

ic) Not more than 0.2 % / ve 6oee 0,2
%

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

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

f) Not more than 0.2 % / He Gonee 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/
IIpumeuanue: IlpoaykT coorBercTBYeT TpeGoBanusM HJ[

Conclusion : APPROVED /
3axmouenne: O/IOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg
pogyxr LeTpun® Tabnerku, HOKPLITLIE MITIEHOYHOH 0b0s10uK0i. 10 Mr
Batch No / B2202615 Batch Quantity / : 687.600 KG/
Cepun Ne O6nem nmaprun 687,600 KT
Analytical Report No / 2002FP22001777 Date of Analysis / 31-08-2022
AHATHTHYeCKHH oT9eT No Jdara anasmsa
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
Jara mponseogcria I'open go
Analysis performed according ND / Ananns nposenen mo HI: ITN013283/01-160919 (amend No 1 from
12.05.2020 / m3m, Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 or 07.10.2021)
[Ne  [Test/Toxasarens  |Result/ Pesyabrater __|Specification / Hopma
8 [Microbial limits / I
Mukpobuonoruyeckas
HHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6ee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3POOHBIX MUKPOOPraHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He 6osiee 100 KOE/r
mould count / O6wee unciio  Meree 10 KOE/r
APOIIKEBLIX M TIIECHEBBIX
rpubos Shall be absent in 1g / Orcyreraue & 1
Absent in 1g/ OtcyterByer B It I8
> c) E. coli - 1 ]
29 Assay / Konndgectsennoe 10.02 mg / 10,02 mr Each film coated tablet contains not
; ornpenenenne less than 9.0 mg and not more than 11.0
mg C21H25C1N203 -2HCI (cetirizinc
J dihydrochloride) per tablet / Or 9,0 mn
2 o 11,0 Mr CyHysCIN,Os-2HC|
) (nerupuzmna JUTHAPOXTOPUR) B
s | rabnerke. .
3 10 Package / Vnakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 2 blisters and patient information leaflet in lor 3 blisters and patient information
= a carton. / Ilo 10 ta6bnetok B leaflet in a carton. "In bulk"” package:
) [IBX/amomunuesom 6nucrepe. Tlo 10 blisters in a carton. 252 cartons in
2 BimcTepa BMecTe ¢ HHCTpYKUWER Mo |master carton.
NPUMEHCHWIO YITAKOBaHbI B MAYKY / TTo 10 Tabneroxk B
KapTOHHYIO, [IBX/amomumtnesom 6nucrepe. Io 2
Wik 3 Gnucrtepa BMecTe ¢
HHCTPYKIUEH 0 TPUMEHeHHIO
yTaKOBaHB! B IAYKy KapTOHHYIO.
Ynakoska  "in-bulk™:  Tlo 10
Giicrepos nomemaror B KapTOHHYIO
kopobky. Tlo 252  kaprommmie
KOpOOKYM TIOMEIAIOT B KapTOHHBII
| - | - Kopoo. 4
11 Labeling / Mapkupogka According to ND / B cooTseTcTBHH C HJI
12 Storage conditions / At temperature below 25 °C. / Tpw Temnepartype He Boime 25 °C. -
Xpauenne
13 Shelf life / Cpox rﬁxﬂo_cm_ﬂeai/ 3_ro;[a B B _:j
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: TTpojgykr cooreetcTBYeT Tpeboranuam HJ| 3akaoyenune: OJIOBPEHO
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ELECTRONIC SIGNATURES Dr.Reddy’s ‘g‘
B2202615
Title
Document No. | QUA-FT02-1718
- Version - 1.0, CURRENT Approved Date |31_Ayg-2022
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