Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJTU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dxcnpecc (keToponak) TabneTkH, AMcneprupyemsie B MONOCTH PTa, 10 Mr

Batch No/ : V2301269 Batch Quantity / + 3600000 tab /
Cepita Ne Q0Bem cepHH 3600000 Tab
Analytical Report No / : 890001674645 Date of Analysis / ¢ 15.07.2023
AnaguTH4eckuii oTyer No JlaTa aHasu3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npou3BoaCTBa I'oaen no

Analysis performed according ND / Ananu3s nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, n3menenwe Ne2 ot 11.11.2022)

PagelofS/(pr.lusS

No

Test / flokasaTens
Ne

Results / PesynbraTnl

Specification / Hopma

1 Description / Onvcanue

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpyrnste, nnockue
TabneTkn c Qackol, CBETJIO-
XKENTOro LIBETa C IPaBMPOBKOM
«l» Ha oAHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisie, miockue Tabnerku ¢ ackoit,
CBETJIO-KENTOr0 LBETa ¢ IPaBHPOBKOM
«» Ha OJHOM CTOpOHE.

2 Identification / [MoagaHHHOCTL

Ketorolac / Kemoponax

a) ByuUv/

V®-cnekTpodoTomerpys

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / YO-cneKkTpsl
MOIJIOIIEHUS UCTIEITYEMOTO PacTBOpa U
pacTBopa  cTaHgapTHoro  obpasua
KETOpOJaKka TpPOMETaMHHA  AOJIKHEI
HMETE MaKCUMYMBI TIDH OTHOM 1 TOH ke
JUTHHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumedanwe: Ipoaykr cooTBeTcTBYET TpebGoBannaM HJI

Conclusion: APPROVED /
3akaroyenne: OJJOGPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Hara: 15.07.2023

Jara: 15.07.2023

ITonrororneHo: Ramakant [Tposepeno: Pardeep Kumar
W- ’ Amit Kumar A _—
e = f e s
Reprint Date / Reprint Date / Reprint Date /

Jata: 15.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCC04507
www.drreddys.com

Onobpeno: Menejukep / Pykosonuresns
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CERTIFICATE OF ANALYSIS .
CEPTHO®HKAT AHAJIH3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Skenpecce (keToponak) TabeTkH, AUCTIEPrupyeMble B NosocTy pra, 10 Mr

Batch No/ : V2301269 Batch Quantity / : 3600000 tab /
Cepus Ne Qo1em cepun 3600000 Tab
Analytical Report No / : 890001674645 Date of Analysis / : 15.07.2023
AnaguTAdeckiit oryer Ne Jata ananuza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jdara npou3BoacTB2 T'open no

Analysis performed according ND / Ananu3 nposegen no HJL:
J-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, nsmenenue No2 or 11.11.2022)

Page2of 8/Crp. 2 u3 8

No

Mo Test / Tloxa3aTens

Results / PesyanLTaThi

Specification / Hopma

b) By HPLC /B3XX

Complies / CooTBeTCTBYET

The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section), / Bpems ynaepXuBaHHA
OCHOBHOTO MHMKa Ha XpOMarorpaMme
UCNBITYEMOro  pacTBopa  HOJDKHO
COOTBETCTBOBATh BpEMEHH
yAEDKUBAHHA OCHOBHOTO TMKa Ha
XpoMarorpaMme pacTBopa
CTaHAapTHOro obpasla KeTopoJyiaka
TpoMeTaMHHa (pazaen
«KONHYeCTBEHHOE OTIPENENICHHEN).

Remarks: The Product conforms to ND/

Ilpumeuanue: IIpoaykT cooTBETCTBYET TpebosaHysm HI

Conclusion: APPROVED /
3akawuenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tloaroroeneno: Ramakant [Iposepeno: Pardeep Kumar | Opo6peno: Menegkep / PykoBoaurens
dﬁ“ 2 Amit Kumar N
/ L= —_— ol
Reprint Date / Reprint Date / Reprint Date /
Jata: 15.07.2023 Jarta: 15.07.2023 Jara: 15.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHM3A

Product: Ketorol Express (ketorolac) Orally bisintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dxenpece (ketoponak) TabneTku, AMCIIEPrHpyeMele B MOTOCTH PTa, 10 mr

Batch No / : V2301269 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 890001674645 Date of Analysis / + 15.07.2023
AHnanHTHYeCKAH oTyeT Ne JaTa anaauza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa mpou3BoACTBA T'open xo

Analysis performed according ND / Ananns nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ n3menenne Nel or|

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Pa'ge 30f8/Crp.3n3 8

i.: Test / [TokazaTenb Results / PesyasTaTe! Specification / Hopma
3 Identification Complies / CooTeTcTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaanuHOCTL butylhydroxyanisole peaks on the
6y THATHAPOKCHAHK30J chromatogram of the test solution
should correspond by the retention times
to 2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"”
section). / BpemeHa ynepXHBaHMA
NMKOB  2-6YTWITHAPOKCHaHU30JMa M
3-GyTWwirMapokcUaHu3ona Ha
XpOoMaTorpamme UCMBITYEMOTO
pacTBOpa JODKHBI COOTBETCTBOBATH
BpEMeHaM  YZNEepXUBaHHA IMKOB
2-6yTHATUAPOKCHAHHK30Ia H
3-6yTHITHAPOKCUaHH301a Ha
XpoMarorpamme pacTBOpa
CTaHIApTHOIO obpasua
GYTHIrHAPOKCHAKK30J1A (pazzen
«Copnepxanue
6yTUIrHAPOKCHABH30MAY).
4 Average weight / Cpeansis 69.5 mg / 69.5 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca 0Ot 67,2 Mr go 72,8 mr (70,0 Mmr £4,0 %).

Hara: 15.07.2023

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [IpoayKT cooTBeTcTBYET Tpebopanuam HJI 3axarouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroenexo: Ramakant Ipogepeno: Pardeep Kumar | Ono6peno: Menesmxep / PykoBonutens
ﬁl,{ml‘ Amit Kumar ’\\ i,
gt I N —
Reprint Date / Reprint Date / Reprint Date /

Jara: 15.07.2023

Hara: 15.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +31 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Te! : 491 98166 56001-02

CEPTHOHKAT AHAJTH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponayxr: Keropon™ Dxenpece (keToponak) TabneTxk, AucneprupyeMble B NONOCTH PTa. 10 mMr

Batch No / 1 V2301269 Batch Quantity / :+ 3600000 tab /
Cepusn No O06beM cepun 3600000 Ta6
Analytical Report No / : §90001674645 Date of Analysis / : 15.07.2023
AHANHTHYCCKHI oTueT Ne JlaTa aHaaM3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa MpoH3BOACTBA I'oaeH xo

Analysis performed according ND / Ananus nposeaen mo HL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHenue Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page4of§/C‘rp. 4138

?g Test / [lokasaTenb Results / PesynabTaTb! Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTHL MACChl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerok — He OGomee *£ 10 %
2/20 Tabnetox — He 6onee = 20 %

5 Disintegration time /
PacnagaemocTts

00 min 19 sec / 00 MuH 19 cek

Not more than 3 min / He Gonee 3 MuH

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 104 % Not less than 75% (Q) of
! C1sH1aNO3+C4H11NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 105% 75% (Q)  CisH;sNO3*C4H,1NOs
. o (keToponaka  TpPOMETaMHH)  uepes
Unit-4 / Tabn4 104% 15 MuH
Unit-5 / Tabn-5 103%
Unit-6 / Tabn-6 103%

7 Fineness of Dispersion/
JucnepcHoCcTh

Complies / CoOTBETCTBYET

A uniform suspension passing through a
710 um sieve is formed. / Obpa3syercs
OAHOPOAHAS CYCNEH3HA, NPOXOAALIAA
CKBO3b CMTO C pPa3MEPOM OTBEpPCTHH
710 MKM.

Remarks: The Product conforms to ND/
TMpumeuanue: ITponykT coorsercTyeT TpedosanisM HI

Conclusion: APPROVED /
Zakmouedne: OJIOBPEHO

Prepared by /

IToarorosneHo: Ramakant

Sl

Checked by /
ITpoeepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
OnobpeHo: Meneﬁep / PykoBoguTens

Reprint Date /
JlaTa: 15.07.2023

Reprint Date /
Hara: 15.07.2023

Amit Kumar ‘[__ o -
Reprint Date/

JaTa: 15.07.2023

Registered Offlce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':O'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJITIBA

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

MponyxT: Keropon® Dkcnpece (ketoposiak) Tabietk, AKCOCPIHPYEMbIC B NOOCTH PTd, 10 Mr

Batch No / 1 V2301269 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0bem cepitn 3600000 Tab
Analytical Report No / : 890001674645 Date of Analysis / : 15.07.2023

AnanuTiyeckuii oraer Ne

JlaTa anaau3a

Date of Manufacture /
JlaTa NpoH3BOACTBA

s Jun.2023

Tonen no

Date of Expiry /

: May.2025

Analysis performed according ND / Auanu3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend

27.12.2021, namenenne Ne2 or 11.11.2022)

Ne2 from 11.11.2022 / uzvenenue Nel ot

Page 5of 8/ C1p. 5 n3 8

8 Related impurities / PoxcTBeHHbIE MPHMECH

ketorolac 1-hydroxy analog /
1-ruapokcHaHanor
KeTopoJiaka

ketorolac 1-keto analog/
1-xeToaHasor KETOpOIaKa

Anyunidentified impurity /
€AMHWYHAL
HeHAeRTHGHUIMpOBaHHAs
npumech

Not detected / ne o6y1apyxeHa

0.03 %

0.05 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.8 % / He 6onee 0,8 %

Not more than 0.5 % / He 6onee 0,5 %

Total impurities /
Cymma npumecei

0.1%

Not more than 1.0 % / He Gonee 1,0 %

9 Water / Boxa

2.6 %

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OPraHHUYCCKIfe PACTBODHTCITH

Isopropyl alcohol /
W3zonponanon

6 pgftab /
6 Mkr B TabyeTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B Tabnerke

Remarks: The Product conforms to ND/
[Ipumeuanue: Iponykr coorserctayet TpeGopannam HJI

Conclusion: APPROVED /
3aknwuenue: OJIOBPEHO

Prepared by /
Iloarorosneno: Ramakant

Checked by /
[TpoBepeno: Pardeep Kumar

,/

Approved by: Manager/Executive /

Ono6peno: Meuewep / PykoBonuTens

Amit Kumar [\~
[

Reprint Date /
Hara: 15.07.2023

Reprint Date /
Mara: 15.07.2023

Reprint Date / '

Hara: 15.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com
CIN: LBS195AP1984PLCOCA507 '

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuilation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa” Dxenpece (keroponak) Tabierki. AUCHEPrUPYEMbIC B MONIOCTH PTa, 10 mMr

Batch No / : V2301269 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepiti 3600000 tab
Analytical Report No / : 890001674645 Date of Analysis / : 15.07.2023
AnanaTHdecknit oryer No Jara anasmsa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTa NpoM3BOACTBA Toper g0

Analysis performed according ND / Ananns nposexen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

'Page6of8/C-rp.6u38

11 | Microbial enumeration tests / MukpoGuonoruueckas uucrora®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6wee yucno He 6onee 1000 KOE/r
a3po6HBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6mee He 6onee 100 KOE/r
YHUCIO APOXKIKEBBIX H
IUIECHEBbIX IPHOOB
" c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBHe B 1 T
12 | Uniformity of dosage units / 33 Acceptance value (AV) not more than
OpHopoaHoCTh 15.0 / IlpueMouyHoe 3Hayenue (AV) ue
[N03HpOBaHHA 6onee 15.0.
13 | Assay/Kosn4ecrBenHoe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpeaeneHne (98.6 %) Ci15H;3NO3*C4sH(1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 MT
o 11,0mr C;sHi3NO3*CiH, 1NO;
(xeToponaka TpoMeTamus) (ot 90,0 no
110,0 % OT 3aABJIEHHOrO KOJMYECTBA) B
tabneTke
14 | Butylhydroxyanisole 0.0946 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxKaHue " 0.0946 Mr B TabneTke He menee 0,042 mr B Tabnetke
6y THArHAPOKCHAHH301a

Remarks: The Product conforms to ND/
Ipumeyanue: [Tpoaykr coorsercrayer TpeGosanmam HJT

Conclusion: APPROVED /
3akmoyenue: ONOBPEHO

Prepared by /
IToaroToBNEHO: %\amakanl

~

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpero: Menemiep / PykoBoauressb
Amit Kumar = .

!’?5- At :\:—

Reprint Date /
Iara: 15.07.2023

Reprint Date /
Jata: 15.07.2023

Reprint Date /
Harta: 15.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2953, Emaii: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IMpoaykr: Keropon™ Dkenpecc (keToponak) TahAeTkH, AHCHEPrHPYEMLIC B TIONIOCTH PTa, 10 Mr
Batch No / 1 V2301269 Batch Quantity / : 3600000 tab /
Ceplta Ne Obtnem cepun 3600000 Tab
Analytical Report No / : 890001674645 Date of Analysis / : 15.07.2023
AHANMTHYECKAHA oTder No Jarta ananuia

Date of Manufacture / ¢ Jun.2023 Date of Expiry / : May.2025
Jara npon3BoacTsa Topen po

Analysis performed according ND / Anaims nposenen mo HJL:
JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27‘.12'2021' m3menenne Ne2 ot 11.11.2022) ;

Page7;)f8!CTp.7u38

15 | Package/ Ynakoska 10 tablets in a blister of | 10 tablets inablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Ta6nerok B Gnucrepe u3 ([TA/AJVIIS ¢
pack. / Mo 10 rabnerok B | Bnaronornorurenem/[13BIT) Qoabru //
6nucrepe u3z ([TA/AJV/IID ¢ | (IT3/AJ) donern. ITo 1 unn 2 6nycrepa
sraronornoturenem/[19BIT) C MHCTPYKLMEH 10 NPHMEHEHHIO B
donvru // (I3/AT) donbry. [To | nayky KapTOHHYIO.

2 6nucTepa C HHCTPYKIMEH no
NPUMEHEHHIO B rayky
KapTOHHYIO.
16 | Labeling / MapxnpoBka According to ND / B cooTtsetcTBuM ¢ HJI
17 | Storage conditions / Below 25 °C. / [Tpu Temneparype He Bbiie 25 °C.
XpaHenne
18 | Shelf life / Cpox roaxocTH 2 years /2 roga

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier.

* [1pu BLINYCKE JEKAPCTBEHHOTO NPENapaTa KOHTPOb K2ayecTsa Mo noxasarelio «Mukpobiuonornieckas
YHCTOT2» NPOBOIMTCS A K2xA0# 20-0ft cepHH, HIM ANA OAHOIH CEpPHH B IO, B 3aBHCHMOCTH OT TOIO0, 4T0

HACTYIIUT paHbllle,

Remarks: The Product conforms to ND/
[Mpumeyanue: [Tpoaykr cootBercTByeT TpeboraHuaM HJT

Conclusion: APPROVED /
Sakaoueane: OJOBPEHO

Prepared by /
HMoaroroeneno: Ramakant

Approved by: Manager/Executive /
Ono6peHo: Menemyep / Pykosoauresns
Amit Kumar ] SN

RPNy
¥

Checked by /
Ipoeepeno: Pardeep Kumar

o

g,.;{‘}u/
Reprint Date /

JHata: 15.07.2023

Reprint Date /
Hara: 15.07.2023

Reprint Date /
Jara: 15.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Kills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: LB5195AP1984PLC004507
- www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDA
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Bxcmpecc (ketoponak) rabierky, AUCIEprupyeMbie B MONOCTH PTa, 10 mr

Batch No / 1 ' V2301269 Batch Quantity / : 3600000 tab /
Cepha Ne O6beM cepitl 3600000 Tab
Analytical Report No / : 890001674645 Date of Analysis / : 15.07.2023
AHatnTHYeCKHH oTuyeT Ne Hara ananu3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JdaTa mpoM3BOACTBA T'onen oo

Analysis performed according ND / Auanu3s nposegen no HJ:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, namenenne No2 or 11.11.2022)

Page 8 of 8/ Cp. 8 u3 8

APIname / HanmeHoBanne AQC:

Ketorolac tromethamine / KeToponaka

Homep cepun cyGeTanmnn npoussonnTens FJId:

TPOMETAaMHH
INN/ MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepun npouseoautens ADC: e
FP Manufacturer API Batch number / FEQAQ0214

API Manufactured by & country /
IMponssoanteins ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
II-p Pennn'c Jlaboparopsic Jlra., Humnasg

Remarks: The Product conforms to ND/
ITpumeyanne: IIpoxykrt coorBeTcTByeT Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: OQJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosieno: Ramakant IporepeHo: Pardeep Kumar | Onobpero: McHe.Rcep / PykoBoaurens
: Amit Kumar J N\ w“\b___ﬂ_,
~ = / =
Reprint Date / ‘ Reprint Date / Reprint Date /
Jara: 15.07.2023 Hara: 15.07.2023 Jata: 15.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2959, Email: mail@drreddys.com
CIM: LB5195AP1984PLC004507 b

www.drreddys.com




