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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Product Cetrine film coated tablets, 10 mg

TpoayxT Lletpun® TabneTky, NMOKpPLITHIE MIEHOUHOH 060J109K0H, 10 MT -

Batch No / B2201362 Batch Quantity / : 687.600 KG/

Cepus Ne - O6LeM MapTHH B 687,600 KI' -
Analytical Report No / : 2002FP22000906 Date of Analysis / 29-04-2022
AnaauTndeckuii oryer No Jara anaausa

Date of Manufacture / 04/2022 Date of Expiry / 03/2025

JaTa npousBoAcCTRA Tonen go

Analysis performed according ND / Auann3 nposeaen mo HJI: TI NO1 3283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / uzM. Ne 2 ot 07.10.2021)

OnaHOpOAHOCTH
M03UPOBAHUS

No Test / ITokazaTean | Result / PesynsTaThbl Specification / Hopma
White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Onmicanvie coated tablet with a breakline on one side. biconvex film coated tablet with a
White core on a cross section. / Kpyrnbie|breakline on one side. White to off-
NBOSKOBBUIYKIBIE TabJjeTku, NOkpbIThie(white core on a cross section. /
mIeHoYHOI 06osoukoit Gemoro meerta, ¢[Kpyrible ABOSKOBBITYKJIbIE TaONCTKU,
puckoii Ha  oxmmodi  cTopoHe. HanokpeITele — TeHouYHOW  oGomoukoi|
nomepeyHoM paspese — sAapo Gemoro|6enoro WM MoYTH O€NOro UBETa, C
LBETA. puckoit Ha opmHOM ctopoHe. Ha
NoIepedyHoM paspese — IApo oT Heroro
I R no nouty 6eoro LBera.
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[MonnuHAOCTL 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). /
Bpemsi yaepXuBaHWS OCHOBHOTO
nuka Ha XpoMarorpaMmme
MCMBITYEMOTO  PacTBOpa  JOMKHO
COOTBETCTBOBAThH BpeMeHH
YIEp)KABAHMS OCHOBHOTO TIMKa Ha
XpoMaTorpamme pacTBopa
cTaHaapTHoro obpasua LeTHpU3UHA
THIpOXJIOpHIa (pazmen
«KomnuecTBEHHOE ONpeIENICHUEY).
3 Average weight / CpenHsas 1908 mg / 190,8 Mr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
mMacca 191,0 Mmr = 3,0% (ot 1853 wmr no
| ~ [196.7 mr)
4 Water / Boga 2.5% wiw /2,5% Not more than 8.0% w/w /
- o IHe 6onee 8,0 % -
5 Uniformity of dosage units 4.4/4,4 The acceptance value (AV) should be

less than or equal to 15.0 /
[Tokazarenb mpuemnemMoctu (AV)
nomxkeH OBITE He Oomee 15,0.

Remarks : The Product confirms to ND/
O pumeuanue: [TpoaykTt cooTBercTByeT TpeboBarnuaM HJI

Conclusion : APPROVED /
Zaxarwuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

Product

Cetrine film coated tablets, 10 mg
Mpoxyxr : llerpun® TabneTku, MOKPLITHIE MIEHOTHOH 0607104K0#, 10 MT

Batch No / B2201362 Batch Quantity / ¢ 687.600 KG/
Cepun Ne - Obbem naprun 687.600 KI"
Analytical Report No / : 2002FP22000906 Date of Analysis / 29-04-2022
AHanauTHYecKMii oTueT Ne - Jara ananusa

Date of Manufacture / 04/2022 Date of Expiry / 03/2025

JdaTa npou3BOACTEA I'omen j10

Analysis performed according ND / Anaaus nposeaen no HJI: T N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Ne Test / Iloxa3aTean

6 Dissolution / PacrBopenne

Result / PesyanTarThl

98%, 98%, 97%, 101%, 101%, 99%

Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C,1H,sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMHMHAJIBHOTO COIepKaHus
C, H,5CIN,O;-2HCI (uetnpusnua
nuruapoxyiopun) uepes 30 mMuH,

7 Impurities by HPLC/
PojicTBeHHBIE TIPUMECH
LETHPHU3UHA

a) Impurity A /
npuMech A

b) Impurity B /
npuMect B
c) Impurity C/
npumMech C
d) Impurity D /
mpuMecs D
e) Impurity E /
npumMeck B

f) Impurity F /
npumMecs F

g) Any unspecified impurity

Jrobas emnHuyHas
HenaeHTUHULIMPOBAHH
ast IPUMECh

h) Total impurities / Cymma
nipuMecei

Less than LOQ (LOQ=0.019%)

0.01% /0,01%

Not detected / He obnapy:xena

Not detected / He obiiapyixena

0.03%/0,03%

Not detected / He o6Hapyxena

0.07% /0,07%

0.1%/0,1%

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

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

c) Not more than 0.2 % / ne 6oiee 0,2
%

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

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

Remarks : The Product confirms to ND/
TMpumeuanue: [TpomykT cootBercTBYET Tpebopannsm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUHKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

IMpoxyxr [eTpuH® TabIETKH, MOKPRITLIE TNIEHOTHON 06oNo4koH, 10 MT e _
Batch No / B2201362 Batch Quantity / : 687.600 KG/

Cepus Ne B ~ |O0bem mapTHH 687,600 KI' - ]
Analytical Report No / : 2002FP22000906 Date of Analysis / 29-04-2022
AHajanTuyeckuii oryer No Hara ananu3a

Date of Manufacture / 04/2022 Date of Expiry / 03/2025

JlaTta npou3BoACTBA Togen no

Analysis performed according ND / Auanus nposexen no HJI: TI N013283/01-160919 (amend Ne | from
~12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Ne __Test/Horca:;aTem) Result / Pe3yabTaTsl Specification / Hopma
8 Microbial limits /
MukpoGronornyeckast
qHCTOTA
a) Total acrobic microbial 10 CFU/g/ Not more than 1000 CFU/g /
count / OGtiee 41cio 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He Gonee 100 KOE/r
mould count / O6imee uncio [Menee 10 KOE/T
IPOMOKEBEIX ¥ TIICCHEBBIX
rpu6os Shall be absent in 1g / Orcyrcraue B 1
| Absent in 1g / OtcyTcTByeT B IT r
| c) E. coli
9 Assay / KosuecTBeHHOE 10.01 mg/ 10,01 mr Each film coated tablet contains not
onpeneneHe less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O3-2HCL  (cetirizing
dihydrochloride) per tablet / Ot 9,0 wmr|
nie; 1 1,0 Mr C21H25C1N203'2HC]
(ueTpv3MHa  OUTHAPOXJIOPUA) B
TabIreTKe. -
10 Package / VnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / [To 10 Tabnetox B leaflet in a carton. "In bulk" package:
[TBX/amomunueBoM 6nucrepe. I[To 10 blisters in a carton. 252 cartons in
2 6nucTepa BMECTE C MHCTPYKLIHEH I10 master carton.
MPUMEHCHWIO YITaKORaHBI B NAYKY / TTo 10 TabneTok B
KapTolIlyIo. [MBX/amomuauesoM bnuctepe. To 2
unu 3 Gnuctepa BMECTE ©
WHCTPYKIMEH 10 IPUMEHEHNIO
yNaKOBAHBI B AYKY KapTOHHYHO.
Vnakoeka  "in-bulk": Ilo 10
GNHCTEPOB MOMELIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapToHHBIE
KOpOOKM TOMEMNaT B KapTOHHBIN
B B . B ~ |kopob.
11 Labeling / Mapkuposka According to ND / B coorBerctenu ¢ HI{
12 Storage conditions / At temperature below 25 °C. / TTpu remnepatype He Boune 25 °C.
XpaHeHne
13 Shelf life / Cpok rongHocTH 3 years / 3 roma R R
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: TIpoaykT cooTBeTCTBYET TpeOoBaHusaM HJT 3axuruenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 4

Printed Date & Time (IST):  29-04-2022 21:18:53



Uncontrolied Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

Title

B2201362

Document No.

QUA-FT02-1381

_Version - 1.0, CURRENT Approved Date | 29_Apr-2022
i u
Intention Employee ID ser Name Date (IST)
Prepared By P00021162 Latha Dasi 29/04/2022
20:28:14
Reviewed And P00034556 V Krishna Nimmakayala|  29/04/2022
Approved By 20:33:46
Approved By QA P00019846 K Narayana Swamy 29/04/2022
21:15:45
Page 4 of 4

Printed By: K Narayana Swamy

Printed Date & Time (IST):

29-04-2022 21:18:53




