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

CEPTUDPHUKAT AHAJIN3A

www.drreddys.com

Pro duct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoiyxT: Ketopon® Dxenpecc (ketoponak) TabeTky, TUCIEPrUPYEMBIE B IOJIOCTH pTa, 10 Mr

Bat<h No/ : V2301769 Batch Quantity / : 3600000 tab /
Cepla Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001688429 Date of Analysis / : 16.09.2023
AnaluTudeckHii oruer Ne JlaTa ananusza

Date€of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTanpousBoacTea TI'onen no

Analysis performed according ND / Ananus nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.122021, n3menenue Ne2 ot 11.11.2022)

Page1of8/Crp.1u3 8

Y®-cnextpodoromeTpus

ig | Test / IToka3aTenn Results / Pe3ynbTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "[" debossed on one side. /
side. / Kpyrasle, nnockue | Kpyrnsle, mnockue TabieTku ¢ $packoi,
TabneTku ¢ ackoif, CBETIO- | CBETVIO-KEJTOTO LBETAa C IPaBHPOBKO
XENTOro LBEeTa ¢ IpaBUpOBKOM | «I» Ha OIZHOH CTOpOHE.
«» Ha OJIHO cTOpOHE.
2 Identification / IToauHHOCTD
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTcTBYET UV spectra of the test solution and

ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2nm). / Y®-cnekTpsl
NOTJIOIIEHHUs UCTIBITYEMOr0 pacTBopa U
pacTBopa  cTaHOmapTHoro  obpasma
KETOpoJiaka TPOMETaMHUHA  JOJDKHbI
UMETh MaKCUMYMBI TIPH OHOM U TOM e

JUTMHE BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/

Ilpumeyanwe: IIpoaykt cooTBeTcTBYeT TpeboBaHuam HJI

Conclusion: APPROVED /
Saknawuenne: OJOBPEHO

Prepared by /
IToarorosieno: Santosh
Kumar Maurya 91

- -

Checked by /
ITpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Mchﬂ,}IYp / PykoBOOHTEND

Reprint Date /
Jara: 16.09.2023

Reprint Date /
Jata: 16.09.2023

Abhishek Chauhan
S A

Reprint Date /
Jara: 16.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



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

CEPTU®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon™ BDkenpecce (keToponak) TabneTku, MCIEprUpyeMble B II0JI0CTH pTa, 10 Mr

Batch No / : V2301769 Batch Quantity / : 3600000 tab /
Cepusn Ne O0BeM cepun 3600000 tab
Analytical Report No / : 890001688429 Date of Analysis / : 16.09.2023
AHATUTHYECKHI oTUeT Ne Jara ananusza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npousBoacrsa T'ogen go

Analysis performed according ND / Ananus nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11.11.2022 / n3amenenue Nel ot
27.12.2021, usmenenue Ne2 or 11.11.2022)

Page2 of 8§/ C1p. 2 m3 8

No

No Test / IToxazarenn

Results / PesynbTatsl

Specification / Hopma

b) By HPLC/ BOXX

Complies / CooTBeTCTRYET

The retention time of the main peak on
the chromatogram of test solution
should comrespond to that on the

chromatogram of ketorolac
tromethamine standard solution (Assay
section). / BpeMms  ynepxuBaHus
OCHOBHOIO MHKAa Ha XpOMaTrorpamme
UCIIBITYEMOTO  PacTROpa  JOJIKHO
COOTBETCTBOBAThb BPEMEHH
YAEpXKUBAaHHSI OCHOBHOTO TMKA Ha
XpomarorpaMme pacTBOpa
CTaHAapTHoro ofpa3ua KeTopoJiaka
TpoOMeTaMHHa (pazmen

«KonnyecTBeHHOE onpeueneﬂue»).

Conclusion: APPROVED /
3axknwyenne: OJOBPEHO

Remarks: The Product conforms to ND/

ITpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusam HJT

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Santosh Ipoeepeno: Pardeep Kumar | Onobpeno: Menemrep / PykoBoautens

Kumar Maurya .‘%; i : Abhishek Chauhan | \
—— — —=a

Reprint Date /
Hara: 16.09.2023

Reprint Date /
Hara: 16.09.2023

Reprint Date /
Hata: 16.09.2023

Regisicred Offica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 29060, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. 491 98166 56001-02

CEPTUOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keroposak) TabaeTky, AHCIEprupyemsle B IOJIOCTH pTa, 10 Mr

AnaauTuyeckuii oruer Ne

Batch No / : V2301769 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHr 3600000 Tab
Analytical Report No / : 890001688429 Date of Analysis / : 16.09.2023

JlaTa aHaH3a

JaTa npousBoacTBa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025

TonxeH go

Analysis performed according ND / Anann3s nposefen mo HJ/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot
27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page3 of 8/ Crp. 3 u3 8

ioo Test / [lokasaTenn Results / Pe3ynbraTsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
6y THATHAPOKCHAHU30J 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 yAepXHUBaHUA
NHMKOB  2-OYTHNTHAPOKCHAaHH30Na M
3-6yTHNTHOPOKCHaHHU30M1a Ha
XpoMaTtorpaMme HCIIBITYEMOTO
pacTBopa JMOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yIOepXKUBAHHA TIUKOB

Macca

2-6y THITHPOKCHAHH30J1a u
3-0yTUNTHAPOKCHAHHU305Ia Ha
XpOMaTorpaMmme pacTBopa
CTaHAApTHOTO obpa3sia
OyTUITUAPOKCHAaHU30J1a (pazmen
«Cognepxanue
OYTHUITUAPOKCHAHU30MIAY).

4 Average weight / Cpenusis 69.1 mg/ 69.1 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./

Ot 67,2 Mr o 72,8 mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeyanue: [Tpoaykt cooTBeTcTBYeT TpeboBanuaM HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Saposh IMTposepeno: Pardeep Kumar | Ono6peno: Menejmikep / PykoBoauTesnb
Kumar Maurya 1\ [" Abhishek Chauhan | \

=— < = e \
Reprint Date / Reprint Date / Reprint Date /
Jlata: 16.09.2023 Jara: 16.09.2023 Hara: 16.09.2023

Registered Qifice:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 29993, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkenpecce (keToposiak) TabJIeTKH, JUCTIeprupyeMble B IONIOCTH pTa, 10 Mr

Batch No / : V2301769 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001688429 Date of Analysis / : 16.09.2023
AHATHTHYECKUI 0oTHeT Ne JaTta aganusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JarTa npousBoacTea T'ogen no

Analysis performed according ND / Ananu3 nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, nzmenenue No2 or 11.11.2022)

Page 4 of 8§/ Crp. 4 u3 8

1;.:) Test / Iloka3aTenb Results / PesynsTaTsl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOIHOCTHL MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabierok — He Oonee = 10 %
2/20 tabnetok — He 6onee + 20 %
5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He Gonee 3 mun
Pacnagaemocthb
6 Dissolution / PacTtBopeHue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
. CisH13NO3°C4H11NOs (ketorolac
Unit-2 / Tabn-2 00%« tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 100% 75% (Q)  CisHisNO3*CsH;1NO;
) . (keTopollaka  TPOMETaMHH)  4Yepes
Unit-4 / Ta6bn-4 99% 15 Mun
Unit-5 / Tabxn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
NucnepcHocTh 710 um sieve is formed. / O6pazyercs
OJHOPOAHAs CYCNEH3Us, NPOXOAALIas
CKBO3b CHTO C pa3MEpOM OTBEPCTUH
710 MKM.

Remarks: The Product conforms

to ND/

ITpumeyanue: ITpogykr cooTBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh IMposepeno: Pardeep Kumar | Ono6peHo: Menemykep / Pykosoaurens
Kumar Maurya / Abhishek Chauhan

N—— \ \
Reprint Date / Reprint Date / Reprint Date / |
Jara: 16.09.2023 Jara: 16.09.2023 Jara: 16.09.2023

Registered Ofiice: 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 ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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
Ipoaykr: Ketopon® Dkcnpece (KeTopoak) TabneTky, JUCTIePrUpyeMBbIe B MOIOCTH pTa, 10 Mr

Batch No / : V2301769 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepun 3600000 tab
Analytical Report No / : 890001688429 Date of Analysis / : 16.09.2023
AHAJIMTHYECKHH 0TUeT N2 JaTa aHau3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npou3BoACcTBa T'omgen go

Analysis performed according ND / Ananus nposeaen no HJI:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, uzmenenune Ne2 ot 11.11.2022)

Page Sof 8/ Ctp. Suz 8

8 Related impurities / PoncTBenHble NpuMecH

ketorolac 1-hydroxy analog /
1-rugpoKCHaHanor

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

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

KeTopoJiaka
0.0010 %)

ketorolac 1-keto analog/ Not more than 0.8 % / He Gonee 0,8 %
1-KeToaHaTIOr KeTopoiaka 0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IMHWYHAas 0.03 %
HeuneHTHHUITUPOBaHHAS
MPUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boaa 3.0% Not more than 7.0% w/w /

He 6oxaee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble opraHuyeckue pacTBOPUTEIH

Isopropyl alcohol /
Hzonponanon

21 pg/tab/
21 MKr B TabJieTke

Not more than 350 pg/tab /
He 6onee 350 mkr B TabireTke

Remarks: The Product conforms to ND/
[Tpumeuanue: [ponykT coorsercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3axynouenne: OJIOBPEHO

Prepared by /

IMoarororneno: Santosh

Kumar Maurya @VP
"

Checked by /
[TpoeepeHo: Pardeep Kumar

~—

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoautenn
Abhishek Chauhan \"

B

Reprint Date /
Hata: 16.09.2023

Reprint Date /
Jara: 16.09.2023

Reprint Date /
Jlata: 16.09.2023

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



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 AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Drenpece (keToposiak) TabieTku, AUCIeprupyemsle B MOJIOCTH pTa, 10 Mr

Batch No / : V2301769 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001688429 Date of Analysis / : 16.09.2023
AHaJIUTHYeCKHIT oTUeT No JMarta ananuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTta nponsBoacTea T'onen no

Analysis performed according ND / Ananuz nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzamenenue Ne2 or 11.11.2022)

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / Mukpo6GuoJiorn4eckas uucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmee yucio He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
OpraHM3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61mee He 6onee 100 KOE/r
QUCIIO JPOXOKEBBIX H
MIecHeBLIX rpubor
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBHE B 1 T
12 | Uniformity of dosage units / 53 Acceptance value (AV) not more than
OnHopoaHOCTD 15.0 / IlpuemouHoe 3Hauenue (AV) He
JNO3UPOBAHHSA 6omee 15,0.
13 Assay / KonnnyecTBeHHOe 9.8 mg /9.8 Mr From 90mg to 11.0mg of
onpejeseHue (98.5 %) C15sH13NO3C4H; 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
Jo 1 1,0 Mmr C15H13N03'C4H11NO3
(xetoponaka tpomeramud) (ot 90,0 g0
110,0 % oT 3asBIEHHOTO KOJNIUYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0972 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0972 mr B Tabnetke He menee 0,042 mr B Tabnetke
OyTUArHAPOKCHAHM30IIA
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITponykr coorBeTcTBYET TpeboBanmam HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarotosneHo: Santosh Iposepeno: Pardeep Kumar | Onobpeno: Menenykep / PykoBoaurens
Kumar Maurya @ ﬁ Abhishek Chauhan| \
Reprint Date / Reprint Date / Reprint Date / '
Hara: 16.09.2023 Hara: 16.09.2023 Hata: 16.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



D R dd ) ...0 Dr. Reddy's Laboratories Ltd.
Ir. ke ) Formulation Unit-6
3 y S ’ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  1¢|: +91 98166 56001-02
CEPTUPUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dkcnpece (keToposiak) TabeTkH, NUCHeprupyemMble B OJI0CTH pra, 10 Mr

Batch No / : V2301769 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001688429 Date of Analysis / : 16.09.2023
AHATMTHYeCKHH oTueT Ne Jara apaianza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npon3BoacTBa Tonen no

Analysis performed according ND / Ananu3 nposeaer mo HJI:
JIIT-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 70f 8/ Crp. 7 3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina 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. / Ilo 10
information leaflet in a carton | Tabnerok B Gmuctepe U3 (IIA/AJUIID ¢
pack. / Ilo 10 Tabnerok B | Bmaromorioturenem/[I2BII) donbru //
onucrepe w3 (ITA/AJVTID ¢ | (IID/AJI) donsru. ITo 1 vnu 2 6auctepa
Braronorioturerem/[19BII) C MHCTPyKIMe#l [0 NPHMEHEHUIO B
tomsru // (II5/AJT) doneru. Ilo | mayky KapTOHHYIO.
2 6nuctepa ¢ HHCTPYKUMEH Mo

NPUMEHEHUI0 B HavyKy
KapTOHHY1O.

16 Labeling / MapkupoBka According to ND / B cootBetcTBuu ¢ HJI

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbile 25 °C.

Xpanenue

18 | Shelf life / Cpok roasocTu 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.

* [Ipu BBIOYCKe JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJIb KayecTBa Mo nokasaTeao «Viukpoduoaoruyeckas
YHMCTOTA» NPOBONUTCS NJIA Kaxao#i 20-o0if cepuu, Wiy s 0OHOM CEpUH B roj, B 3aBUCUMOCTH OT TOr0, YTO

HACTYNIUT PaHbLIE.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeyanue: [IponykT cooTBeTcTBYET Tpebosanusm HJI 3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Santosh ITposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykopoanresns
Kumar Maurya m ( Abhishek Chauhan L )

Reprint Date / Reprint Date / Reprint Date /

Jara: 16.09.2023 Jara: 16.09.2023 Jara: 16.09.2023

Registered Qffice: 8-2-337, Ruad 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 Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

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
Ipoaykr: Keropon® Dkenpece (KeTOponak) TabieTKu, JUCIEPTUPYEMBIE B TIOJNIOCTH pTa, 10 Mr

AHAaNMUTHYeCKHH oTueT Ne

Batch No / : V2301769 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepun 3600000 tab
Analytical Report No / : 890001688429 Date of Analysis / : 16.09.2023

Jara anajgnsa

Date of Manufacture /
JaTa npousBoacTea

: Sep. 2023

Tonen no

Date of Expiry /

: Aug. 2025

Analysis performed according ND / Ananuz nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / msmenenne Nel ot

27.12.2021, nzmenenne Ne2 or 11.11.2022)

Page 8 of 8/ Ctp. 8u3 8

API name / Hanmenosanue ADC:

Ketorolac tromethamine / Ketoponaka
TPOMETaMUH

INN / MHH:

Ketorolac / KeToponak

API manufacturer batch number /
Howmep cepuu npoussoautens ADOC:

ABQH002106, ABQH003986

FP Manufacturer API Batch number /
Homep cepuu cy6cranuuu npouspoaurens IJID:

FEQA00276, FEQA00433

API Manufactured by & country /
Iponzsoantenb ADPC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JTaGoparopuc JIta., Muaus

Remarks: The Product conforms to ND/
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