Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

‘| BrodusetKotorol Express (ketorolac) Orally Disintegrating:Fablet&0-mg
poaykt: Keropon” Dkcnpece (keroponak) rabieTku, Ancneprupyemele B NoJa0cTy pra, 10 mr

‘| Batch No / : V2301906 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepHu 3600000 Tab
Analytical Report No / : 890001690960 Date of Analysis / : 29.09.2023
AHanTHTHYECKHHA oT4eT Ne JlaTa ananusa
Date of Manufacture / + Sep. 2023 Date of Expiry / : Aug.2025
JaTta npon3BoacTBa Tonen go

Analysis performed according ND / Ananns nposeaen nmo HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, namenenne Ne2 or 11.11.2022)

Page1of 8 /Crp. 1 m38

No
Ne

Test / IToka3zaTennb

Results / Pe3ynbrarsl

Specification / Hopma

1 Description / Onucanune

side. / Kpyrisle,

«|» Ha oJHOH CTOPOHE.

Light yellow round flat beveled
tablets with "|" debossed on one
II0CKHE
TabneTku ¢ ackoif, CBeTIO-
XKENTOro IBeTa C IPaBUPOBKOM

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrusle, miockue Tabnetky ¢ hackoi,
CBETJIO-XKEJTOr0 LiBeTa C rpaBUPOBKOIN
«l» Ha ONHOM CTOpOHE.

2 Identification / IToIMHHOCTE

Ketorolac / Kemoponak

a) ByUv/

Y®-cnextpodoToMeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
MOTJIOIEHUS! UCTILITYEMOTO pacTBOpa U
pacTBopa  cTaHaapTHoro  ofpasla
KETOpOojlaka TPOMETAMHMHA  JOJDKHBI
UMETHh MaKCUMYMBI TIpY OJTHOHN U TOH XKe
JUTUHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoayxrt cooTBeTcTBYeT TpeboBanusm HJL

Conclusion: APPROVED /
Zaknwuenne: OJJOBPEHO

Jara: 29.09.2023

Prepared by / Checked by / Approved by: Manager/Ixccutive /
IMoxarororneno: Santosh ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoautens
Kumar Maurya Amit Kumar —

== - P
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.09.2023

Hara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘f"

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (Ketorolaey Orally Disintegrating Tablets 10 mg
Ipoaykrt: Ketopon® Skenpecc (keToposnak) TabneTky, AUCIeprupyeMsle B MOIOCTH pTa, 10 M

B (12100 It

Batch No / : V2301906 Batch Quantity / : 3600000 tab /
Cepust Ne Oo6bem cepun 3600000 tab
Analytical Report No / : 890001690960 Date of Analysis / 1 29.09.2023
AHaJguTHYEeCKHH 0TUeT No JlaTa anajgu3za

Date of Manufacture / + Sep. 2023 Date of Expiry / . Aug. 2025
Jara npon3BoacTBa I'ogen no

Analysis performed according ND / Ananu3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot
27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 2 of 8/ Ctp. 2 m3 8

No

Test / Iloka3arenanb
Ne

Results / Pe3ynbTaTel

Specification / Hopma

b) By HPLC/BDXX

Complies / CooTBeTcTBYyeT

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). / Bpema  ynepxuBaHus
OCHOBHOI'O THKa Ha XpoMaTorpaMme
HCMBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yOep)KHUBaHHA OCHOBHOTO TMHKa Ha
Xpomarorpamme pacTBOpa
CTaHaapTHOro ofbpaslia KeTopoJiaka
TpOMeTaMUHA (pa3zen

«KonmyecTBeHHOE onpeneﬂeﬂue»).

Remarks: The Product conforms to ND/

INpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBanusam H/L

Conclusion: APPROVED /
3akawyenue: OJIOBPEHO

Jara: 29.09.2023

Hara: 29.09.2023

Drepared by / Checked by / Approved by: Manager/Exceutive /
[ToaroTtorseHo: Santosh IMposepenro: Pardeep Kumar | OnobpeHo: Menemxkep / Pykosoaurens
Kumar Maurya t Amit Kumar N—

Reprint Date / Reprint Date / Reprint Date / -

Jlata: 29.09.2023

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: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

‘v « iPrtciiet: Ketorol Express (ketorolac) Orally Disintegrating iFabéetsid 0 mg

Hpoaykr: Ketopon™ Sxenpece (ketoposiak) TabjieTku, AHCIEPripyeMbie B 1oocTy pra, 10 mr
[LEpody P prap

BatchNo / : V2301906 Batch Quantity / : 3600000 tab /
Cepmn No Oobem cepun 3600000 Tab
Analytical Report No / : 890001690960 Date of Analysis / : 29.09.2023
AnaJiTHYecKHH oTyeT Ne JaTa anaiu3za .

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JdaTa npon3BoacTBA T'ogen no

Analysis performed according ND / Ananus nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot
27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page3 of 8 /Ctp.3 u3 8

1;.:) Test / Iloka3zaTen Results / Pe3ynbraTsl Specification / Hopma

3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuuHoCTH butylhydroxyanisole peaks on the
OYTHIIrMAPOKCUAHU301 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 ynepXxuBaHUs
NUKOB  2-OyTWITHApPOKCHAHHM30NA U
3-0yTHArHAPOKCHAaHU301a Ha
XpoMarorpamMmme HCIIBITYEMOT'O
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YASpXKHUBAHU IMKOB
2-0yTHATHAPOKCHAHU301a U
3-0yTHIrHAPOKCHAHU30Ia Ha
XpoMmarorpaMme pacTBOpa
CTaHAApPTHOTO obpasna
OyTUNTUIPOKCUAHU30JIa (paznen
«ConepxaHue

OyTUNTHAPOKCUAHU30JIAN).

4 Average weight / Cpennss
macca

69.0 mg / 69.0 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mMr o 72,8 mr (70,0 Mmr +£4,0 %).

Remarks: The Product conforms

Ilpumeuanue: IlpogykT cooTseTcTByeT Tpebopanusm HJL

to ND/

Conclusion: APPROVED /
3axmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Txecutive /
[MTonroTosneHo: Santosh I[Tposepeno: Pardeep Kumar | Ono6peHo: Menemxkep / PykoBoaurens
Kumar Maurya Amit Kumar A(»\ “

— /
Reprint Date / Reprint Date / Reprint Date / -
Jlata: 29.09.2023 Jara: 29.09.2023 Hara: 29.09.2023

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: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express:(leeturblac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dkcnpece (keToponak) TabneTku, MCTIeprupyeMble B MOJIOCTH pra, =10 mMr

N AT

Batch No / “+1:V2301906 Batch Quantity / 1 3600000 tab /
Cepns Ne O0beM cepun 3600000 Tab
Analytical Report No / + 890001690960 Date of Analysis / 1 29.09.2023
AHaJuTHYeCKHIi oTueT No JlaTa anainza -

Date of Manufacture / : Sep. 2023 Date of Expiry / ¢ Aug. 2025
JaTa npou3BoacTBa T'oxen xpo

Analysis performed according ND / Ananus npoeeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, uzmenenue Ne2 ot 11.11.2022)

Page 4 of 8/ Crp. 4 u3 8

ioo Test / Iloka3zaTeb Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CoOOTBETCTBYET 18/20 tablets - not more than + 10 %
OIHOPOAHOCTH MACCHI 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Oomee % 10 %
2/20 Tabnetrok — He 6onee = 20 %
5 Disintegration time / 00 min 22 sec / 00 MuH 22 cex Not more than 3 min / He 6onee 3 Mun
PacnagpaemMocThb
6 Dissolution / PacTeopenue Unit-1/ Ta6a-1 102% Not less than 75% (Q) of
. Ci1sH13NO3*C4H ;1 NO; (ketorolac
Unit-2 / Ta61-2 102% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 103% | 75% (Q)  CisHisNOs*CsH1NO;3
) . (keTopoiiaka  TpOMETaMHMH)  4Yepes
Unit-4 / Ta6n-4 102% 15 sum
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / O6pazyercs
ONHOpOAHAs CYCHEH3Hs, NPOXOAAIIAs
CKBO3b CHUTO C pa3MepOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms

[Mpumeyanue: Ilponykr cooTsercTByet TpeboBanusM HJL

to ND/

Conclusion: APPROVED /
3akiarouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive /
IToarorosnexo: Sant ITposepeno: Pardeep Kumar | OnobpeHo: Menemxkep / Pykosoautensb
Kumar Maurya %‘/ { Amit Kumar &\*.\ —

- — { '_‘_'___,_r-f
Reprint Date / Reprint Date / Reprint Date /
Hata: 29.09.2023 JlaTa: 29.09.2023 Jara: 29.09.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPUKAT AHAJIM3A www.drreddys.com

"iaduct: Ketorol Express (ketorolac) Orally Disintegratingifablets 10 mg
Tpoaykr: Keropon® Dkenpece (keToponak) TabneTky, ANCTIeprupyemsle B nosoctu pra, 10 mr

IBatch No /

: V2301906 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6Bem cepun 3600000 Tab
Analytical Report No / : 890001690960 “|Date of Analysis / : 29.09.2023
AHaJHTHYECKHI oTyeT No JlaTa ananusa
Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTta npou3BoaAcTBA I'open no

Analysis performed according ND / Anann3s nposenen nmo H/I:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot
27.12.2021, uzmenenue Ne2 ot 11.11.2022)

Page 5 of 8/ C1p. S m3 8

8 Related impurities / PoacTeennbie npumecu

ketorolac 1-hydroxy analog /
1-rupoKcHaHanor
KeTopoJsiaka

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6Hapyxenus (I10 =

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

0.0010 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaJIor KeTopoiaka 0.05%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eJIMHUY Has 0.02 %
HeHIeHTH(GULIPOBaHHAS
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMmma npumecei
9 Water / Bona 2.5% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHble OpraHM4ecKne pacTBOPHTEIH

Isopropyl alcohol /
H3onponaxon

6 ng/tab /
6 MKT B TabyeTke

Not more than 350 pg/tab /
He 6ounee 350 MKr B TabsieTke

Remarks: The Product confornis to-ND/

IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboraHusM HJ

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarortosnexo: Santosh [TpoBepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykoonuresnb
Kumar Maurya @I Amit Kumar —
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.09.2023 Hata: 29.09.2023 Hara: 29.09.2023

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: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s Q’:'.

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Expressittierolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon®™ Dkenpece (keToponak) TabIeTky, JUCneprupyeMbie B MoiocTu pra, 10 Mr

Ty o TR
!

Batch No / - & V2301906 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepin 3600000 Tab
Analytical Report No / : 890001690960 Date of Analysis / : 29.09.2023
AHanuTHYeCKHH oTyeT Ne Jara ananusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JdaTa npou3BOACTBA I'open mo

Analysis performed according ND / Ananus nposezen mo HJ/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel or
27.12.2021, nuamenenne Ne2 or 11.11.2022)

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uonornyeckas yucrora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

Count / Obwee yucio NA He 6onee 1000 KOE/r
a3poOHBIX MHKpO-
OpraHu3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O61uee NA He 6onee 100 KOE/r
YHCIIO APOXIKEBBIX H
IUIECHEBBIX TpUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUEB I T
12 Uniformity of dosage units / 3.1 Acceptance value (AV) not more than

OAQHOpPOAHOCTDL 15.0 / [TpuemouHoe 3Ha4yeHue (AV) He
A03HPOBaHMSA 6onee 15,0.

13 | Assay/ KonudecTBeHHOe 10.0 mg / 10.0 Mr From 90mg to 11.0mg of
onpenesieHue (100.5 %) CisHi3NO3+C4H(1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
o 11,0 Mr C15sH3NO3°C4H1NO;
(xetoponaka TpometamuH) (ot 90,0 1o
110,0 % OT 3asBJIEHHOTO KOJHUYECTBA) B
TabyeTke

14 | Butylhydroxyanisole
content / Coaepxanue
Oy THJArnApoOKCHaHU30/1a

- 0.1000 mg/tab /
0.1000 mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabneTke

Remarks: The Product conforms to ND/
IMpumeuanwe: [Iponykrt coorBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axkmouenune: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Santosh [Tposepeno: Pardeep Kumar | Omo6peno: Menemxep / PykoBoautens
Kumar Maurya E Amit Kumar [k-—'\‘\/? P

- e
Reprint Date / Reprint Date / Reprint Date/
JHara: 29.09.2023 Jara: 29.09.2023 Jara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'.
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

www.drreddys.com

CEPTHOUKAT AHAJIU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating:Tablets 10 mg : . e
Ipoayxt: Keropon® Dkcnpece (ketoposiak) TableTky, AHCHeprupyemble B MoaocTu pra, 10 mr § -
Batch No / : V2301906 Batch Quantity / : 3600000 tab /
Cepus Ne O6BemM cepHH 3600000 tab
Analytical Report No / : 890001690960 Date of Analysis / : 29.09.2023
AHAJIMTHYECKHH oTYeT Ne Jara anayuza
Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jata npou3BoJcTBa T'open no

Analysis performed according ND / Ananus nposegen no H/L:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, u3menenne Ne2 or 11.11.2022)

Page 7 of 8 / Crp. 7 u3 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a blister 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. / [lo 10
information leaflet in a carton | Tabnerok B Gnuctepe uz (ITA/AJI/IID ¢
pack. / Tlo 10 Ttabnetok B | BraromornotureneM/I1DBII) donsru //
6nucrepe w3 ([TA/AJI/TID ¢ | (II9/AJT) donsru. ITo 1 unu 2 6nucrepa
sraronoriotutenem/[1OBII) C MHCTPYKLHUEH IO TNPUMEHEHUIO B
¢osbru // (II3/AJT) ¢ponsru. ITo | madky KapTOHHYIO.

2 6nucrepa ¢ HHCTPYKLMEN 1Mo
NPUMEHEHUIO B nauKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBerctBuu ¢ HJ{
17 | Storage conditions / Below 25 °C. / Ilpu Temrniepatype He Bbiuie 25 °C.
XpaHeHue
18 | Shelf life / Cpok roanocTn 2 years /2 rozaa

* 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.
* TIpu BLINYCKE JIEKAPCTBEHHOT0 MpenapaTa KOHTPOJIb KayecTBa Mo nokasaremo «Mukpobuosoruveckasi
YUCTOTA» [POBOANTCSA MJIs Kaxoii 20-0ii cepuu, WK A7 OJHOH CEPMM B o/, B 3aBUCHMOCTH OT TOrO, YTO
HACTYNUT paHbILe.

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykt. coorBeTcTBYeT TpeboBanusam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMToarorosneno: Santosh

Kumar Maurya -—@{

Checked by /
IIpoeepeno: Pardeep Kumar

L

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurenb

Reprint Date /
Jlata: 29.09.2023

Reprint Date /
Jara: 29.09.2023

Amit Kumar {E “\—
1) F’/ :

Reprint Date /
Jlata: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 43800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




‘.o Dr. Reddy's Laboratories Ltd,

! °® Formulation Unit-6

Dr. Reddy s °. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+9198166 56001-02
CEPTH®HKAT AHAJIH3A www.drreddys.com

Product: Ketorol. Expigss.(ketorolac) Orally Disintegrating Tablets 10 mg =5 .« vsesidort . -
Hpoaykr: Keropon® Dkenpece (keroponak) Tabnerky, AUCIepripyemMele B 110J0CTH pra, 10 mr

Batch No / : V2301906 Batch Quantity / : 3600000 tab /
| Cepust Ne O6nbem cepun 3600000 tab6
Analytical Report No / : 890001690960 Date of Analysis / : 29.09.2023
AHATHTHYECKMd 0TyeT No JdaTa ananuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npousBoacraa I'onen no

Analysis performed according ND / Auanns nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, usmenenne No2 ot 11.11.2022)

Page 8 of 8/ C1p. 8 u3 8

API name / Haumenosanune A®C: Ketorolac tromethamine / Ketoponaka
TPOMETAMHUH

INN / MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABQHO003987

Homep cepun nponssognrens ADC:
FP Manufacturer API Batch number /

o FEQA00434

Homep cepun eyberanuun nponssogurens FJID:

API Manufactured by & country / Dr, Reddy's Laboratories Ltd., India /

Iponssoaurens ADC, crpana: -p Penan'c JlaGoparopue Jita., Munus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanne: INpoaykT cootBeteTBYeT Tpebopanusm HJT 3akmouenue: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotoeneno: Santosh IIposepeno: Pardeep Kumar | Ono6peHo: Menemxep / PykoBoautens

ar Maurya i <

Kum: ry @__;L__ QL;’ Amit Kumar J[‘\”’ :——\:’ =
Reprint Date / Reprint Date / Reprint Date/ !
Hara: 29.09.2023 Hara: 29.09.2023 Hara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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