Dr.Reddy'’s “:"

CERTIFICATE OF ANALYSIS
Cr PTI DHKAT AHAJIM3A
| Product : Cetrine {Him-coated tablets 10 mg
POAYKT! '-.s_‘_jnﬁ:n TA0.1CTHY, TOKPBITHIC (11CHOHHOM 000
| Bat¢t I\J B2302388
Cepia Ne

Analytical Report No /
AHanurvueckull oTuer No
Date of Manufacture /
Jlata npou3Boacraa

T 2002FP23001786

T 0620230

i Ddh of \ndinIS, h

Y/ : 955.000 KG / 95

. 30-07-2023

Hara ananuza !

Date of Expiry /
['onen no

1 05/2026

Analvsas performed according ND: / Anaans nposenen no H: TIN0O13283/01-170223

N Test / Mokaszatens

| Result / PesyabraTss

"1 | Description / Onucanne

1. HPLC/B2XX

I"Remarks : The Product confirms o ND/
- Mpumeuanue: [Tpoyxrt coorsercrayeT Tpebosaniam HJJ

Member ¢

2| Identification. Cetirizine / l'lo,lmmﬂooﬂ.. ]_!,empmmr

White colored, round, ‘biconvex film-
| coated tablets with a break line on

one side, White core on cross section.

!/ Kpyrasie ABOSKOBbLINYKIbIE
TAabneTH, NOKPLITHIE MACHD Y HOH
o60104ko# Genoro useTa, ¢ puckoi
Ha ofHOM cTopore. Ha nonepeunom
pazpese sipo 6enoro uBeTa.

f
*/ Kpyrable ABOSIKOBLIMYK/ble TaBneTx,

Page 1 of5/Cip. 113 5
Specification / Hopma |

 White or off-white colored, round, biconvex |

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

NOKPbITHIE MAEHOYHON o0onoukoli Genoro
H/I1 oYTH Benoro uBeTa, ¢ prekoit Ha oHO
cropore. Ha nonepedHom paspese sppo oT
Benoro g0 nouTy Gesioro uBeTa.

Complies as prescribed /-
Coorsercrayer Tpebopagusm

| Prepared by / TMoArc oBICHY:
D. Latha- Quality Control- Team

Date /JleTa: 31-07-2023

| Checked by / TTposepero:
T. Venkata Ramana- Quality
Control- Team f’lember

S

Date /Aam 31-07-2023

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference  standard  solution  (section
"Assay"). / Bpems yaepaKUBAHUSA OCHOBHOIO
MHKA HA XPOMATOrPAMME  HCILITYEMOrs
pACTBOpPA KO/KHO COOTBCTCTBORATE BPCMEHH
YACDKHBAHUS — OCHOBHOIMO  [MKA  Ha
XpoMaTorpaMme pactsopd  CTAHAapTHOrO
obpasiia UeTHpH3KHE PUpoXiopuaa (pasfei
«KonuuecTsenHoe onpeneieHuen),

Conclusmn APPROVED /
Jakaouenue: OJOBPEHO

Approved by: Manager/Executive /
Opnobpeno: Menegkep / PykoBoauTes
K. Narayana Swamy- Quality Assurancc-

Team Member f\%

Date //lata: 31-07-2023




Dr.Reddy’s Q%

Product ; Cetrine film-coated tablets 10 mg
| HO" yoonouxon, 10 Mr

[Tpoaykr: Terpe W 10K]
F}a* No/ B
C PH#
Anal tlcal Report No/
- AnagauTHueckuid otuer No
. Date of Manufacture /
 Hara MPOK3BOACTEA

j "1 2. UV spectrophotometry /
V®-cnekrpodoromerpus

|
|

3 I “Water / Boaa

4 | Uniformity of dosage units /

OnropoaHOCTL N0 POBAHAS

|
I A I
j Disselution / Pacteopenue
H

|

T

|

- 5.0/5,0
Unit-1/Ta6s.-1 97%
Unit-2 / Ta6n.-2 99%
Unit-3 / Ta6a.-3 97%
" Unit-4 / Tatn.-4 T 96% |
© Unit-5/Tabn-5 | 99%
- Unit-6/TaGn-6 | ©7%

"Remarks : The Product confirms to ND/
IIpumenanue: [poaykrt coorercTryeT TpeGoBaHnaM HIT

CERTIFICATE, OF ANALYSIS

CEPTHOUKAT AHAJIU3A

* Complies as prescribed /
CootsercTByeT TpebOBAHHAM

2.99 Jw’w/’W%

Prepared by / TToAroToBACHO:
D. Latha- Quality Control- Team
Member i

o

Date /) lara: 3l :9_7-_2'(")33

Checked by / Hpoaepeﬁ-oz
T. Venkata Ramana- Quality
Control- Team Member

302388  Batch Quantity / 1 955.000 KG /955,000 KI
g e sy i O6uem CEPIN B
"1 2002FP23001786 [Date of Analysis/ — <+ 30:07.20335
- — slaTa auamis I
1 06/2023 o

Date of Expiry !~ : 05/2026 - l

I 'l‘ldl E(\

Page2 of 5/Cyp. 23 5
The UV-spectrum of the test solution and the

! Cetirizine Hydrochloride reference standard

solution in the range 200 nm to 400 nm
should exhibit maxima absorbance at about
the same wavelengths with an allowed
variation of 2 nm. / Y®-cnextpsi
MOrNICLIEHHS HUCIBITYSMOrO  pacTsopa M
pacTBOpa CTaHRAPTHOr O obpasua
LETUDH3HHE THUAPOXIOpHAA B objacT# OT
200 no 400 um AoMKHSL HMETH MAKCHMYMbI
MOMICILUEHUA MpPH OAHOM # TOM e AnuHe
BOJIHBI € ONYCTHMBIM OTKJIOHEHHEM = 2 HM.

' Not more than 8.0 % / He 6once 8,0 %

- The acceptance value (AV) should be less

than or equal to 150 / T[lokazatens
npuemnemocTh (AV) gosmkeH Okits He Goase
15,0.

"~ Not less than 80 % (Q) of nominal content of
- CoHLCIN, O3 2HCI (Cetirizine |

Dihydrochloride) after 30 min. / He mence
80 % (Q) OT HOMWHANBHOTO COAEPIKAHUS
C21HasCIN-O3-2HCI (ueTHpu3bHa
ruapoxaopua) uepes 30 MuH.

Ccﬂclusion :_A_PI_;I—{:(_)_Y’__ET)T-%
Jaxmwouenue: OQJJOBPEHO

Approved by: Manager/Executive /
Onodpeno: Menemuep / Pykosonuren:
K. Narayana Swamy- Quality Assurance-
Team Member A 1

 Date /lara: 31-07-2023

| Date /[ara: 31-07-2023




CEPTHOUKAT Al
Product : Cetrine film-coal
Hpoayki: Hletpun, rabiaerku, nokplisie naedounol 0boaouxoi
Batch No/ ' B2302388
. Cepua Ne

¢ Analytical Re )o"tNG/

6

Dr.Reddy’s "5

CERTIFICATE OF ANALYSIS

""" 2002FP23001786
| AHa/uTH4CCKHE OTYET No

Date of Manufacture / - 06/2023

Jlata npoy3soacTaa

HAJIH3A

p MP
Batch Quantity 7 : 955.000 KG /955000 K0 !
Oo"m.u cepHH |

Date of An: lysis / : 30-07-2023

Iia'i 1 aHannila —

| Date of Expiry / : 0572026 o
{onen no

Analysis performed according ND: / Ananus upone ten no HjL: TITND13283/01- 170223

Page3of5/Cip.3m3 5

Related Substances / Poscrsennie DpHMEeCcH
Impurity A / [Tpumecs A | Not detected / we oGHapykena Not more than 0.2 % / He 6onee 0,2 %

] I-rf?pijl?lt)’ L . ii?liMC(’h B Not detected / ne oBHapyKeHa Not more than 0.2 % / He Goaee 0.2 %
Impurity C/ [pumecs C ! Not more than 0.2 % / He Gonce 02 %

o R Not detected / He obnanyien: - - .
Impurity D/ {1pumecs D Of delecten.f he obiapykena Not more than 0.2 % / He Gouee 02 %
Impurity E / TTpumecs E Not detected / He o0HapywceHa ‘Not more than 0.2 % / He Gonee 0,2 % |
Impurity F / TTpumecs F i 0.03% /0,03% | Not more than 0.2 % / He don_ee 0,2% :

"Any individual unidentified | . Not morc than 0.2 % / He Gonee 0,2 %
impurity / Jltobas eaunuunas |Not detected / we oGnapyena
HeuAeHTH W UM POBaHHAS o

' npumech 0.13%/0,13%

Lo _ N s P
Total impurities / 0.2% /0,2% Not more than 2.0 % / He Gosee 2,0 %
Cymma npumeceit

7 | Assay / Konmgectsennoe 19.94 mg / 9,94 mr a From 90 mg to 110 mg  of
onpexesIeH e i G C21HasCIN2O5-2HC (Cetirizine
L2 dihydrochloride) in tablet (from 90.0 % to
110,00 %  of  labet  claim). /
Or 9,0 MI 140 ]],0 mMr Cz1HzsCIN:2O5 2HCH
(LueTupU3MHa THTHAPOXAOPHI) B Tabnerke
(ot 90 % nmo 110 % oT HoMHHAILHOrO
CO}J,{'};J}KE‘.HHH)
Remarks : The Product confirms to ND/_ - " [ Conclusion : APPROVED/ ]

[Tpumeuanue: [TpogyxT coorsercrayet Tpeborarnav HU

ﬁrepared by / [onrotoscHo:
D. Latha- Quality Control- Team
Member "

Control- Team J\f!cm}‘;r

i H ot

Checked by / [Tposepetto:
T. Venkata Ramana- Quality

Zaxawuenue; OJOBPEHO

Approved by: Manager/Executive / .
Onobpewo; Menemuep / Pykosoautens ]
K. Narayana Swamy - Quality Assurance-

Team Member |

31-07-2023

| Date /fara: 31-07-2023 | Date //lara:

f )‘J:' !"_'?2 A—!

Date /[lata; 31-07-2023




O
Dr.Reddy’s €3¢

CERTIFIC \” (.!} ANALYSIS

CEPTHOHKAT AHAJIHM3A
‘Product : Cetrine film-coated tablets 10 1w
L Hpoayka: Hovpus raGaers PbITLIC (1A obor 10 mr o
"Batch No / o : B2302388 Batch Quantity / : 955.000 KG /955,000 KI*
' Cepua Ne R | Ofbem cepun . .
Analytical Report No/ . 2002FP2200178¢6 ’ Date of Analysis . 30-07-2023 -
Anasmurrndeckuif otueT No o Jara ananmza
Date of Manufacture / : 06/2023 | Date of Expiry / 1 05/2026 o

| Hara ﬂpOH3BO,ﬂCTB a

8 T Subdivision of tablets / Complies as prescribed /
| OnnopoaHoCTE Mace npn

nejeHHn Tadaerox

' 9 Microbial enumeration tests* / VIthUﬁlIOJIOFH‘{BCKaﬂ yneTOTA*

| a) Total Aerobic Microbial
Count / Obwee uncio
a3pobHbIX MIIKPOOPraBHIMOB

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

Absentin | gram/
OnrcyteTByeTB I T

¢) Esciierichia Coli

C{JOTBETCTB\’ T s.‘CGOB&[IHS{M

b) Total Combined Yeast and Less than 10 CEU/g/
muoulds count / OGitiee Yueno Mctiee 10 KOFE/r
JPONGKERRIX H TTIECHERKIX

rpudor

rO:{‘,H 10

P‘lgv_of‘i/( Ipr4uzs
1 The tablets comply with the test, if not more
than 1 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 limits
or, if | individual mass is outside the limits of
75 % to 125 % of the average mass. /!
Tabnerku  COOTBETCTBYOT  TpefoBaHusM,
ecnn ue Oonee 1 camuHuuias  macea
OTKAOHAETCA 3a npepednl 85 % - 115 9 or
CpeHed MECChI. Tabnetku He
COOTBETCTBYIOT TpeGuBaHusM, ecnu Gonee

| yem | WHAWBHAYANLHAA MacCa OTKNOHACTCS

"~ TNot more than 1000 CkU/ig/

OT  OTMX  [OPENENOB  HAM, ecau |
WHAHBUAYRIRIAS MACCA  OTKIOHSETCS 3a
npe;lenm 75%-125% ot Cpﬁ:ﬂHeM MAacCChl,

He 6onee 1000 KOE/r

Not morc than 100 CFU/g/
He Boee 100 KOE/r

Shell be absent in 1 gram /
OTcy rerse B I T

¥ Remarks : The Product confirms to ND/
l Ipumeuanne: [Tpoaykt coorsercTayer TpeGorauiiam T

Canclusmn ; AI’PKOVEI)/
3acoyenne: OJOBPEHO

" Checked by / 1iporepena:
. T. Venkata Ramana- Quality
1 Control- Team Member

Prcpared 6}-’; MojrotoBneHo:
D. Latha- Quality Control- Tecam
Member b

ur 7

® Wl

Date /Jlata: 31-07-2023 " Date /Jlara: 31-07-2023_

Approved by: Manager/Executive /
Oaobpero: Menekep / Pykosonutens
K. Narayana Swamy- Quality Assurance-

Team Member s

D:.:t_m_e,’ﬂara: 31-07-2023




@
Dr.Reddy’s Q;‘

(lRHH(-Ali OF \\'\l\S
CEPTI ’V \ | .‘ i \J”'

| Product : Cetrine film-coated tablets 10 mg

t [Tpoayxr: Llerpuy, TabieTkn, HOKpbITbIE | IEHOUHOA 06onouxol, 10 mr L

BachNo/ 1 B2302388 Batch Quantity / : 955.000 KG / 955,000 KT

Cepus Ne - , . | O6bem cepun _ e

Analytical Report No / : 2002FP23001786 ; Date of Analysis / : 30-07-2023

" Ananuriyecknif otuer Ne o o \Jlaraawasuza o s
Date of Manufacture / : 06/2023 Date of Expiry /_ : 0572026 i
- Hara npoussoncTsa logen o N

Analysis perform ed according ND: /Anamn npoBegen no Hll I"[ N013283/01 170123 ' & |

o ) . o ngcSofS/Cu: 5u3 s

’ 10 Packaging / Ynaxkosra ' 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC/aluminum | blister. i
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet

| information leaflet inacarton. /Tlo 10 {in & carton. / Tlo 10 TabaeTox B!

TabneToK B | HBX/TIBJAX//amomunuesom Gaucrepe. Mo
[BX/TIBAX//antomutriesom 2 wan 3 Gnucrepa BMECTE C UHCTPYKLUEH no f
i Gnucrepe. 3 GaucTepa BMeCTE ¢ | IPHMEHCHMIO  YIIAKOBAHLI & navky |

HHCTPYKUMEH [0 (PUMEHEHMK) | KAPTOHHYIO.
yHakoBakbl B NAYKY KAPTOHHYIO,

11! Labeling / Mapkuposxa According to ND / B coorsercramn ¢ HI[ - T T [

12 | Storage conditions / At temperatui'e below 25 °C. / [Mpu Tgw_ne:pg?fpe ne Bolue 25 °C,
Xpauenne

{ 13 | Shelf life / Cpox rommocta | 3 years /3 roga 7 . T )

* - Performed by the manufacturer at release periodically: every ' 20-th batch or at least once a yca: The
parameter may be absent from the Company's certificate of analysis. /

* - [IposoimTen ApousBoanTeaeM Npn BEINYCKE TepHo/iHYecikin: Aan Kaxnoit 20-0if cepuu uau He menee
1 pasa v ro flokasaTens Mowncer SBITHL HE BKIOYEH B cepruduKAT anaiu3la Gupmsl,

[Remarks : The Product confirms to ND/ | Conchusion APPROVED/ ]
[Mpumeuanwe: Mpoaykr coorBercrayer TpeGosanuam HJJ Jawmodenne: OJOBPEHO
“Ptrepared by /Tloarotosneno: | Checked by /Tposepeno: mApproved by: Managen’E@utiﬁxe A
D. Latha- Quality Control- Team T. Venkata Ramana- Quality Ounobpeno: Menewkep / Pykosoures
Member \ Control- Team Member K. Narayana Swamy- Qu ity Assurance-
o Team Member f‘u -
R@Qﬁémfﬁ@?é@_@}m 1 Date /ara; 31-07-5@’:2_3—‘_ Date /[lara: 31072023 — T R




