[~ 8
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Product : Cetrine film-coated tablets [0 mg |
[poaykr: LeTpsii. TaBACTKH, NOKbITaIC MACHOWNOH OBOAOUKOH, 10Me
BatchNo / : B2302416 Batch Quantity / 155,000 KG /955,000 Ki i
Cepus N o ; DObem cepiit s

Analytical Report No/ : 2002FP23001788 Date of Analysis / 1 30-07-2023 T
Axaiwrraeckuii otuer No ilara ananuaa o ) o j
Date of Manufacture / : 06/2023 Date of Expiry / 1 05/2026 T
Jlata nponssoncTsa TosneH 10 3

t Analysis performed mcordmg ND: / Auasns upomﬂeﬂ no Hi{ [1NO13283/01-

; Ne | Test/ [lokasateas | Result / Pezynprats
l 1 | Description / Onucanne : x film-

coated tablets with a break line on

one side. Whitc core on cross section.

/ Kpyrable 1BOSKOBBITYKIIBIE
TabAETKH, LOKPBITHIE MIEHOYHOH
obonoukoli benoro ygeTa, © puckoi
| ‘ Ha 0JiHO# cTopoHe. Ha nonepeurom
| paspese aapo Georo 1BeTa.

| 2 Identlhcatmn Cetmzme/l'[mmuummz; I_[eTupmsm _
1. HPLC/BXX “Complies as prescribed /
CoOTBETCTRYET TPEOOBAHNAM

I"Remarks : The Product confirms to ND/
| Ipumeuaune: [Ipoaykr cooreercreyer Tpebopausy HJJ

Checked by / Hpost_ap-e;o:
T. Venkata Ramana- Quality
Control- Tzam, Member

& e

Date IZI_aTa:—.’) 1-07-2023 _! Date //lara: 31-07-2023

i Prepared by / llo1rorosneHo:
| D. Latha- Quality Control- Team
I Member

<4

White colored, round, biconvex film-

The retention time of the main peak"in_ the

i "Assay"). / Bpema yAEpHHBAHHA OCHOBHOIO

i Approved by: Manager/Executive /

B T 1 Date /Rara: 3 1-07-2023

702“3

l’age 1of5/¢ Cep.1uz 5
Specification / Hopma

White or off-white colored, round, biconvex

film-coated tabiets with a break line on one
side, White to off-white core on cross section.

./ Kpyraeie BOsKOBbINyKmbie Tabnerxy,

NOKPLITBIC [ACHOYHON 0D0noykoi Genoro
nnu o4ty Oe0ro UBETY, C PHCKOH Ha OHOH
cropose. Ha nonepeunoM paspese sapo ot
tenoro o nouTu Besoro usera.

chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference  standard  solution  (section

MHKa HA XPOMAaTOrpaMMe UCHLITYEMOro
pacTBopa I0/KHO COUTBETCTBOBATL BPEMEHU
YACPKUBAHUA ~ OCHOBHOTO  NHKAZ  Ha
ApOMaTOrpaMMe PacTBOPA  CTAHAADTHOIO
06pasud UeTHPH3KHA THAPOXAIOpKAa (pasien
«Kosnnuectaeuoe onpeneneHnen).

Conclusmu : APPROVED/
Zaxmoyenne: ONOBPEHO

Opnobpero: Meteukep / PykosoauTens
K. Narayana Swamy- Quality Assurance-
Team Member




®:c
Dr.Reddy’s ‘;‘

Analytlcai Report No /
AnanuTauecxkuii oryer N
i Date of Manufacture /
llam 1 pousso ftc TBA

: 2002FP23001788

: 06/2023

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

Batch Quantity /

1 955.000 KG / 955.00(

O0vem ceniti |

+ Date of Analysis /

T 30-07-2023

l JlaTa anaausa

2.0V gpcctropﬁowh’letry /
Yb-cnexrpothoromeTpus

Complies as prescribed /
Cooraerersyer TpeboBanuam

4 "Uniformily oi_'—doé.a—gé units /
OaHOpOAHOCTE 103HPOBAHUN

5 | Dissolution / Pactsopenne

Remarks The Product confirms to ‘\I

Prepared by / [loaroToBaexo:
D. Latha- Quality Control- Team
Member VO,

L

Date /Jlaia: 31-07-2023

| 3 Water/Boga I X

2 %w/'w/3,2%

L0/40

| Date (rEKp:ry/ o

F OfgH 40

* | Not less than 80 % (Q) of nominal content of

10572026

The UV—spectrum of the test so] utmn and the
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nmn
should exhibit maxima absorbance at about
the same wavelengths with an allowed
variation of *2 nm. / VY®d-cnekrpe '
TIOTNOWEHUS  KCIMLITYEMOrO  pacTeopa  u
pacTBopa CTaHAapTHOr O obpasua |
LCTUPH3KMHA THIPOXJIOpHAA B ODN&cTH OT
200 no 400 HM DOMKHBI UMETH MAKCHMYMb!
MOTNOUEHUS TP OAHON M TOH e AliMHe
BOJIHbBI € AONYCTHMEIM OTKNOHEHHEM £ 2 HM.

Not more than 8.0 % / He Gosiee 8,0 %

| The acceptance value m) should be less

than or equal to [5.0 / Ilokazarens
npuemaemoctd (AV) gomxen BLiTh He Gonee
15.0.

C. H,5CINaO5- 2ZHC (Cetirizine
Dihydrochloride) afler 30 min. / He metiiee

Unit-1/Ta6n.-1 99%
Unit-2/ Tabn.2 100%
Unit-3 / Tabn.-3 100%
Unit-4 / Ta6u1.-4 103%
Unit-5/Tabn.-5 | 100%
Unit-6/Ta61-6  98%

4 C21HasCIN; O3 2HCI

80% (Q) or HoMUHANLHOIY COACpXKaHus
{ucrupusuna
| avruapoxsnopun) depes 30 mui,

D/

[Mpumeyanne: [ponyxT cooTBeTcTBYeT TpeooBaHuaM H/A

Chwk d by / Tlposepetio:
' T. Venkata Ramana- Quality
Control- Team Member

("

' Date /Jara: 31-07-2023

| Conclusion : APPROVED /
3axawuenue; OJJOBPEHO

: I

| Approved by: Manager/Executive /

| Onodpero: Menekep / Pykosoantens

i K. Narayana Swamy- Quality Assurance-

Team Member
i <

| Date /[lara: 31-07-2023




$e

Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTH®DI

IRAT AHAIEZA

| Product : Cetrine tilm-coated tablets 10 mg

Mpoayse: Herpun, Tabaetin, nusphlibic 111EH0UH acod. IOme )

Ratch No/ : B2302416 Batch Quantity / L 955,000 KG /955000 K[
 Cepus Ne o . _ Obsemcepun

Analytical Report No/ - 2002FP23001788 | Date of Analysis / : 30-07-2023 T
| AnasutHdeckuif otyer No o Hdara ananuza
| Date of Manufacturc / : 06/2023 Date of Expiry / . 05/2026 S
| lata npon3soncTsa Fonen 1o

| Analysis peffermet_i___éégording ND: / Ananns fxbtmucrt mo HJL: 11 NO132R3/01-170223

© 6 | Related Substances / Pojcraentbie HpHMECH

Impurity A / TIpumecs A
fapurity B/ Hprueas B | Not detected / ve obnapyxkena
* Impurity C / [ Ipumecs C
e t detected / He obHapys
Impurity D/ Ipumecs D RELspEe /e DoRag RN

Impurity E / Tlpuvecs E | Not detected / He oGHapyxcua

Impurity 5 /pr mecs F | 0.03% /0,03%

' Any individual unidentified | -
impurity / Jliobas eauuuunas (NOt detected / ue oGHapyxena
HEMIEHTH(HLIHpOBAHHAS

NpHMech 0.13%70,13%

Total impurities / 0.3%/0,3%
Cymma npumeccid
| 1011 mg/ 10,1 mr

101.1% /7 101,1%

7 | Assay / Koanuecrsennoe
onpenenenpe

Remarks : The Product confirms to ND/
Tpumeuarue: [TpoaykT coorsercrayet Tpebosanuam HJI

"Not detected / He OGHaBnycEHa a

i Not more than 0.2 % / He Bonee 0,2%
l_T\Tot more than 0.2 % / He 6onee 0,2 %
' Not more than 0.2 % / He Gosee 0,2 %
Not more than 0.2 % / He 6onee 0,2 %
Not more than 0.2 % / He 6onee 0.2 %

| Not more than 0.2 % / He Gonee 0.2%

Not more than 2.0 % / He Gonee 2,0 %

From 90 mg to 110
C21H»sCIN.O5-2HCI (Cetirizine
dihydrochloride) in tablet (from 90.0 % to
110,00 %  of  label claim).  /
Ot 9,0 Mr zo 11,0 Mr C3HasCINO3-2HCI
(uetupusuHa purunpoxsiopun) B Tabierse
(or 90 % no 110 % OT HOMHHANLHOIO
CONCPIKAHUAY.

[Conclusion : APPROVED /
Jaxmwoyenue: QIOBPEHO

Prepared by / [Toarorosneno: Checked by / ﬂpose;iéﬂo:
D. Latha- Quality Controi- Team

Member Control- Team Member

‘ & ’{ - 1";

T. Venkata Ramana- Quality

Approved by: Manager/Executive /|
Onolpeno: Menemkep / PykosoanTe s
K. Narayana Swamy- Quality Assurance-
Team Member

Date /Jlata; 31-07-2023

Date /Jlata: 31 QUT—E(}@_ZI

mg of!

|



Dr.Reddy’s ‘f-

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
| Product : Cetrine film-coated tablets 10 mg
{ Hpoayr: Hevpn TKH, NOKPBLEILIE NTeHOUHOM o0onoukol, 10 Mr
BatchNo / c B2302416 Batch Quantity / $ 955000 KG /955,000 Ki
Cepus Ne ~ Obfbewm cepun

! Analytical Report No .
Axanutrueckull oTyer No

- 2002FP23001788

Date of Manufacture /
- Hara npou3ssoncrea

Analysis performed according ;:\I_} / Anan nposenen wo HL: |1 N013283,01-170223

E '8 | Subdivision of tablets /
OnHopoaHOCTHL Mace npu
' nemenuu TabJeToR

"a) Total Aerobic Microbial
Count / Ootnee yucao
| a3pobHbIX MUKPOOPrasHU3IMos

| b) Total Combined Yeast and
moulds count / Ubuwee yucno
JPOMCKCBBIX M IAECHEBbIX

E rpubos

tc) Escherichia Coli

i‘ Remarks : The Product confirms to NI/
{Ipumeuanve: [Ipogykr coornercTayer tpefosannam HJ{

; Prepared by / [loarotosacuo:
! D. Latha- Quality Control- Team
i Member
i

F

!

: 06/2023

Date of Analysis /

: 30-07-2023

i Jlara ananuza

Date of Expiry /
[ones go

L 052026

“Complies as prescribed /

CooTBeTCTBYET TPEOOBAHUAM

9  Microbial enumeration tests* / MuKpoGuoornUecKas uncToTa®
"~ Lessthan 10 CFU/g/

Menee 10 KOE/r

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

Absent in 1 gram/
Otcyrerayers I r

|

Page d of 5/ Crp. 4 u3z 5

| The tablets comply with the test, if not more
" than | individual mass is outside the limits of
85 % to 115 % of the average mass. The |
tablets fail to comply with the test, if more |
than 1 individual mass is outside these [imits |
or, if L individual mass is outside the limits of

75 % to 125 % of the avcrage mass. /

Tabnetkn  cooTBeTCTBYIOT  TpeGoBanuAM, |

ecns  He OGonee |  enuduyHas macca
OTKJIOHAETCS 3a npesienst 85 % - 115 % or
cpenteii Macehl. Tabnerku He
COOTBCTCTBYIOT TpebomatusiM, ecnH Bosee
yem 1 WHAMBHAYalbHAS MACCa OTKIOHSETCH
OT  3THX  [IpellenoB  MIH,  €C/iu

HHAWBMAY&IbHAS Macca OTKJOHSETCH 3a
| ipegenbt 73 % - 125 % ot cpeauei maccoi.

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shell be absent in | gram/
Oteyrersue 8 1 1

e T L —

Conclusion : A PITRO{’P“ﬁ):f )
3axuoyenne; ONOGBPEHO

Checked by / Tiposepeno:
T. Venkata Ramana- Quality
Control- Team Member

e

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxosoanTeis
K. Narayana Swamy- Quality Assurance-

Team Member N{gﬁ

Date /Ilara: 31-07-2023

| Date /[lara: 31-07-2023

Date /Jlara: 31-07-2023




®-
Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

roduct : Cetrine film-coated tablets 10 mg

Hpoayxr: Lerpu, Ta KPBITHIC INCHOUNOH 060104K0i, 10 Mrr f
' Batch No / : B2302476 Baich Quan 935.000KG /7 955,000KT" |
Cepus Ne _ L | O6bem cepun o e
. Analytical Report No / - 2002FP23001788 Date of Analysis / ¢ 30-07-2023 !
AHATHTHHECKUI OTHeT No e e (MaTaawanusa o
. Date of Manufacture / : 06/2023 Date of Expiry / . 05/2026 T
Hara npouzrojicTsa ['onex 10

Analysis performed according ND; / Anann: nposeden no HJ: 11 N013283/0 [-170223 )

S I _ — PageSof5/Cip. 5uss

10 | Packaging / Ynaxoska | 10 tablets in PYC/PVDC//aluminum | 10 tablets in PVC/PVDC/aluminum blister,
blister. 3 blisters and patient ' 2 or 3 blisters and patient information leaflet

! information leaflet ina carton. /[To 10 in a carton. / Tlo 10 ‘rabnerox B 1

| Tabnetox 8 [BX/MIBAX/famomunucsom Gaucrepe. o |

 IBX/MIBIX/fasuomutnesom | 2 wmu 3 BrycTepa BMECTE © HHC TpyKUMEH no
Gauctepe. 3 Guucrepa BmecTe ¢ f MPHMEHEHMIO  YNAKOBaHLI B nauky {
HHCTPYKUHEH  NO  NPUMEHEHHIO | KapToHHyo. i

i | ynakosamsi B nauKy kapTouHyio.
W I — ' — ’ i e

I According to ND / B cooTeercreum ¢ HI -

|
i
|

i Labeling / Mapxuposxa
(12 .mgtt;;'aée conditions/ | At teﬁﬁﬁ?ure below 25 °C. / Ipu 1smnepa”s*§pe He Bbiwe 25 °C,
Xpanenne

13 | Shelflife/ Cpos rogsocTy | 3 years /3 roga
% Performed by the manufac?u?er?ré@eﬁnﬁiéﬁfy:@ery 20-th batch or at least once a year. The
paramefer may be absent from the Company's certificate of analysis, /

* - [poBoaHTCH NPONH3IBOAUTENEM ApH BLINYCKE MePHORHYECKH: AR KaKI0H 20-0H cepun HAN He meliee
1 paza s roa. IMoxasaTens Moser GbITH He BI/TIOYEH B CePTHHURAT aHATH3A PHPMBL

P ——— T — — Ve - . " . assy

Remarks : The Ffod?&ﬁﬁﬁmé to ND/ fjonﬁrﬁs.i}n mAﬁ’ﬁbzi/ED /.
HMpumeuanwe: MpoaykT coorseTcTBYET TPCGOBAHUAM HA 3aiouenune: OJOBPEHO
Prepared by / [loproros 1eko: | Checked by / Hﬁ&eﬁeﬁo? T Approved by: Manager/Executive /

; D. Latha- Quality Control- Team T. Venkata Ramana- Quality Onobpeno: Menexep / Pykosogirren
Member Control- Team Member K. Narayana Swamy- Quality Assurance-

' ! B k‘i Team Member 7 5?:‘. 26

| . A2,

i Date [Mava: 31-07-2023 " " [ Date,/flera: 31072023 | Date/fara: 31072023 T ]




