Dr.Reddy’s ‘g'

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Opoayxr: Keropon” Dxcnpece (keToponak) TabJIeTKy, AMCHEPrHpyeMble B OJIOCTH PTa, 10 Mr

Batch No / 1 V2400071 Batch Quantity / : 3600000 tab /
Cepusa Ne O0neM cepHH 3600000 Tab
Analytical Report No / : 890001717219 Date of Analysis / : 12.02.2024
AHaJuTHYeCKHIi oTueT Ne JaTa ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jlara mpoH3BOACTBA Toaen po

Analysis performed according ND / Ananns nposeae no HA:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 10of8/Crp. 1138

No
Ne

Test / [Toka3zaTenb

Results / Pe3ynbTaTsi

Specification / Hopma

1

Description / Onucauune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle, nIOCKHe
Tabnetkn ¢ (ackol, CBETIO-
JKEJTOro LBETa ¢ IPaBUPOBKOH
«l» Ha OJTHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyriste, Wiockue Tabnetku ¢ Gackoi,
CBETIIO-XKENTOTO LBETa C IPABUPOBKOM
«l» Ha OIHOH CTOPOHE.

Identification / [TogTMHHOCTD

Ketorolac / Kemoponak

a) Byuv/
VO-cnekTpohoTOMETP U

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / YO-coekTpsl
MOTJIOMEHHA UCOBITYEMOTO PacTBoOpa 1
pacTOpa  CTaHmapTHOro  obpasua
KeTOpoJiaka TpOMEeTaMHMHA  IOJDKHBI
AMETh MAKCHMYMBI TPU OIHOM 1 TOH XKe
IUIMHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue; [IpogyKT COOTBETCTBYET tpebosannam HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
ToarororneHo: Shivani

/4/”

Checked by /
IMposepeHo: Santosh Kumar

Maurya ,/@/

—

=

Approved by: Manager/Executive /
Ono6peno: Menemwkep / PykoBoauTens
Abhishek Chauhan

)\

Reprint Date /
Jlata: 12.02.2024

Reprint Date /
Jara: 12.02.2024

Reprint Date /
Mara: 12.02.2024
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CERTIFICATE OF ANALYSIS
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CEPTHO®HUKAT AHAJIIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropon™ Dkenpece (ketoposnak) TadneTk, AMCHCPriHpyEMbIe B 110JOCTH pTa, 10 mr

Batch No / : V2400071 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepu 3600000 tab
Analytical Report No / : 890001717219 Date of Analysis / : 12.02.2024
AHAJIMTHYECKHI oTUeT No Jara ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npou3BoaCTBA I'open no

Analysis performed according ND / Ananus npogenen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 2 of § / C1p. 2 m3 8

No

Test / [Toka3zaTenb
No

Results / Pe3ynbTaTtsl

Specification / Hopma

b) By HPLC / BDXKX

Complies / COOTBETCTBYET

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). / Bpems ynepKuBaHuUs
OCHOBHOI'O IHKa Ha XpoOMarorpaMMe
HCTLITYEMOrO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIEpKUBAHUA OCHOBHOTO THKa Ha
XpoMaTorpamme pacTBopa
CTaHmapTHOro ofpasua KeTopoJiaka
TpoMeTaMuHa (pazmen

«KOoNu4ecTBEHHOE ONPEEIIEHHEN).

Remarks: The Product conforms to ND/

[Tpumeyanne: [IpoayKT cOOTBETCTBYET tpebosannsam HJI

Conclusion: APPROVED /
3arawouyenne: OJOBPEHO

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

IMoarorosneHo: Shivani Iposepeno: Santosh Kumar | Ono6peno: Menejukep / PykopoauTtens
%7/ Maurya & Abhishek Chauhar \

Reprint Date / Reprint Date / Reprint Date / |

Jara: 12.02.2024 Jlara: 12.02.2024 Hara; 12.02.2024
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CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
(51 88166 56001-02

Tol
e

CEPTUP®UKAT AHAJIM3A

v drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkenpecc (keToposiak) TabaeTkH, AHCHeprupyemsie B NonocTu pra, 10 mr

Batch No / 1 V2400071 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 890001717219 Date of Analysis / : 12.02.2024
AHanuTHYeCKHH oTueT No JlaTta anaausa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
HdaTta npousBoacTBa T'onen no

Analysis performed according ND / Anann3s nposenen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel or
27.12.2021, nsmenenue Ne2 ot 11.11.2022)

Page3 of 8 /Crp.3 m3 8

i.oo Test / Iloka3arens Results / Pe3ynsraThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
I[MopnuHHOCTH butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHH30T 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 ynaepKUBaHHA
MUKOB  2-OyTUITHAPOKCHAHU30NA U
3-6y THIrHAPOKCHAHU30/1a Ha
XpoMaTorpaMmme HCIBITYEMOTO
pacTBopa HOKHEI COOTBETCTBOBATh
BpeMeHaM yIEepPKHUBAHHA MTUKOB
2-6y THITHAPOKCHAHU30J1A u
3-6yTUIrHAPOKCHAHU30IA Ha
XpoMaTorpamme pacTBOpa
CTaHAAPTHOTO obpasna
6YTUNTHAPOKCHAHH301A (paznen
«CoaepxaHue
OYTHITHAPOKCHAHU30JIAN).
4 Average weight / Cpennsis 70.0 mg / 70.0 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr go 72,8 mr (70,0 Mmr+4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJI Baxaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moxroroeneno: Shivani IMpoeepeno: Santosh Kumar | Opo6peno: Menemxep / Pykopoaurens
— Maurya @}_ Abhishek Chauhan
2 \
Reprint Date / Reprint Date / Reprint Date /
Jlara: 12.02.2024 Hara: 12.02.2024 JaTa: 12.02.2024

Registered Offics

Tal

L1 A0 4900 2500, Fax: +§1 40 1200 2

337, Poad Mo. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
&, Epeil: mal@drreddys.com

CINz LB5185AP1US4PLED0A507

www.drreddys.coni
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Dr‘ Reddy,s ‘,... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.R, 173 205, INDIA

CERTIFICATE OF ANALYSIS Yl wgtfl G816 SE003-02
CEPTUO®UKAT AHAJIM3A IRV Trre Oy e o™

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon® Dkenpecc (keTopoiak) TaOJNETKH, JUCTIEPrHPYEMBbIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2400071 Batch Quantity / : 3600000 tab /
Cepusn Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 890001717219 Date of Analysis / : 12.02.2024
AHaJINTHYeCKHI 0TueT Ne Jara aHaju3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jdarta npon3BoacTBa Toxen xo

Analysis performed according ND / Ananu3 npopeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3ameHenne Nel ot
27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page4 of 8 /C1p. 4 u3 8

1;.3 Test / [Toka3aTeib Results / Pe3ynbTatsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
ORHOPOJHOCTL Macchl 2/20 tablets - not more than = 20 % /

18/20 tabnetok — He Gonmee + 10 %
2/20 Tabnerok — e 6omnee + 20 %

5 Disintegration time / 00 min 32 sec / 00 muH 32 cex Not more than 3 min / He 6onee 3 MmuH
Pacnagaemoctnb

6 Dissolution / PacTeopeHune Unit-1/ Tabna-1 103% Not less than 75% (Q) of

. Ci15H13NO3+C4H {1 NO; (ketorolac
Unit-2/ Tabn-2 102% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n1-3 101% | 75% (Q  CisHisNO3*C4H1iNO;3

. o (keToponaka  TPOMETaMHH)  4epes
Unit-4 / Tabn-4 101% 15 MuH
Unit-5 / Tabn-5 102%

Unit-6 / Tabn-6 101%

7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a

JucnepcHocTh 710 pm sieve is formed. / Obpasyerca
OJHOPOZHAsA CYCIEH3Hs, NpPOXOIALLas
CKBO3b CHTO C pa3sMepoM OTBepcTuii
710 MKM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

[pumeuanne: Ilpoaykr coorBercTByet Tpebopanuam HJI 3akmouenne: OJJOGPEHO

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

IMoarorosneHo: Shivani [Mposepeno: Santosh Kumar | Ogo6peno: Menemxkep / PykosoauTens

— Maurya Cﬁ, Abhishek Chauhan |
} J — \ \
o
Reprint Date / Reprint Date / Reprint Date /
Jara: 12.02.2024 Jara: 12.02.2024 Jara: 12.02.2024
Registered Qfficn: §-2-337. Road Moo 8, Banjara Hills, Hyderabad - 500034, Telangana, ndia

Tiel: #9140 4530 2660, Fra, +91
Cli: LBE

3, Email: maild@idrreddys,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

CEPTUPUKAT AHAJIM3A

www. drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Dkcnpece (keToponak) TabNeTky, AUcneprupyeMble B N0JI0CTH pra, 10 mr

Batch No / 1 V2400071 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepuu 3600000 Tab
Analytical Report No / : 890001717219 Date of Analysis / : 12.02.2024
AHaJuTHYeCKHI oTyeT Ne Jara ananuza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
ara mpon3BoacTBa I'omen mo

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

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page Sof 8 /Crp. Su3 8

8 Related impurities / PoacTBeHHbIe IpUMeCH

ketorolac 1-hydroxy analog /
1-ruppokcuaHanor

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6Hapysxenus ([10 =

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

KeTopoJlaka 0.0010%)
ketorolac 1-keto analog/ 0.08 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHATOr KeTopoaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6o1ee 0,5 %
eIUHM4YHAas
HenmaeHTAGUIMPOBAHHAS
TIPUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Bona 2.5% Not more than 7.0% w/w /

He 6oinee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbBIE OPraHH4YeCKHE PACTBOPHTE/H

Isopropyl alcohol /
Hsonponanon

23 pg/tab/
23 MKT B Ta0JIeTKe

Not more than 350 pg/tab /
He 6onee 350 MKr B TabneTke

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeyanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJI Zaxawuenune;: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToarororneno: Shivani ITposepeno: Santosh Kumar | Ono6peno: Menemigp / Pykosoautensb

A 7/ Maurya g\/ Abhishek Chauhan

o

Reprint Date / Reprint Date / Reprint Date /
Jara: 12.02.2024 Hara: 12.02.2024 Jlata: 12.02.2024

Resictered Office: §-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol +21 B0 A900 2800, Fax

Clil: L85 195AP1GTAPLCC04507
wwnvdrreddys.com

a0 4900 2992, Email: maild@direddys.com
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y ‘...' For Ation UNit-6
Vill, £ho!, Malagarh Road, Badd;,
Dr. Reddy s '. Disth, Solan, H,P, 172 205, H\!l;i/l\
CERTIFICATE OF ANALYSIS '~ B556001-02
CEPTUOUKAT AHAJIM3A :

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcrnpece (keToposiak) TabiaeTky, AUCreprupyemble B MoJIoCTH pra, 10 Mr

Batch No / : V2400071 Batch Quantity / : 3600000 tab/
Cepnsi Ne Oonem cepHn 3600000 Tab
Analytical Report No / : 890001717219 Date of Analysis / : 12.02.2024
Ananurudeckuii oryer Ne JlaTa anananza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara nponsBojacTrea Tonen no

Analysis performed according ND / Anasnus nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / mu3menenne Nel or
27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 6 of 8/ C1p. 6 u3 8

11 Microbial enumeration tests / Mukpo6uosorndeckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob11ee yucio He Gouee 1000 KOE/r
a3pOOHBIX MUKPO-

OpTaHU3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmiee He 6onee 100 KOE/r

YUCJIO IPOHIKEBBIX U
TUIECHEBBIX TPUOOB

c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHEe B 1 T
12 Uniformity of dosage units / 5.6 Acceptance value (AV) not more than
OaHopoAHOCTH 15.0 / [IpuemouHoe 3HaueHue (AV) He
JO3UpPOBAHMSA 6onee 15,0.
13 Assay / KosnuecTBeHHOE 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpejesieHue (98.9 %) CisH13NO3*C4H 1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
oo 11,0 Mmr C15H13NO3°C4H11NO3
(ketoponaka TpoMeTaMuH) (o1 90,0 mo
110,0 % oT 3asiBJICHHOTO KOJMYECTRBa) B

TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykTt cooTBeTcTBYET Tpebosanuam HJI 3axmwyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotornexo: Shivani IMposepeno: Santosh Kumar | Omgobpeno: Menemsep / Pykosoaurens
“ Maurya Abhishek Chauhan
} } N 4\ L
Reprint Date / Reprint Date / Reprint Date /
Jara: 12.02.2024 Jara: 12.02.2024 Jara: 12.02.2024
Fonistarad Ofice: 8-2-337, Road Mo, 3, Banjara Hills, Hydersbad - 500034, Telangana, India
Tl 01 A0 AO00 2000, Fay Erails maikadrreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laberatories Lid,
Formulation Unit-6

Vill. Khol, Malagarh Road, Badilj,
Distt. Solan, H.P, 172 205, INDIA
Tel: +91 93166 56001-02

v drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Dkcnpece (keToposiak) TabjeTku, AUCeprupyeMble B MOJI0CTH pra, 10 Mr

Batch No / : V2400071 Batch Quantity / : 3600000 tab /
Cepus Ne O6neM cepun 3600000 Tab
Analytical Report No / : 890001717219 Date of Analysis / : 12.02.2024
AHaJMTHYeCKHH oTuer Ne Jata anayuza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JlaTa npon3BoacTea T'onen no

Analysis performed according ND / Ananns nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page 70f 8/ Crp. 7 u3 8

14 Butylhydroxyanisole
content /
OYTHATHAPOKCHAHU30/1a

Coaepkanue

0.0975 mg/tab /
0.0975 mr B TabneTke

Not less than 0.042 mg/tab /
He Menee 0,042 mr B TabneTke

15 Package / YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TabneTox B
omucrepe w3z (ITA/AJIIID ¢
Bnaromnoriorurenem/I13BIT)
domeru // (I13/AJ]) donsra. ITo
2 6mucrepa ¢ WHCTpyKLMEH no
NpHMEHEHUIO B Ma4yKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil / (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Tlo 10
tabietok B Onucrepe u3 ([TA/AJI/IID ¢
pinaronornoruresnem/I13BIT) doasru //
(IT3/AJT) donsru. IMo 1 wiu 2 6aucTtepa
¢ MHCTPYKIMeH M0 TNpUMEHEHUIO B
MayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootsercteuu ¢ HJI,

17 | Storage conditions /
XpaHeHue

Below 25 °C. / ITpu Temneparype He Bbiie 25 °C.

18 | Shelf life / Cpok roanocTn

2 years / 2 rona

* 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 BBIMyCKe JIEKAPCTBEHHOr0 MPenapaTa KOHTPOJIb KaYecTBa o noxasaTesio «MUKpoouosiornueckas
YHCTOTA» POBOAMTCS AJTsl Kaxkaoii 20-0ii cepuu, HiIM AJisl OXHOH CEpHH B Iofl, B 3aBHCHMOCTH 0T TOIr0, 4TO

HAaCTYNUT paHblle.

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJ{

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
TloxaroroneHo: Shivani

Checked by /
TIporepeno: Santosh Kumar

Maurya @/

.

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykopoauress

Abhishek Chauhan

\

—
ks
Reprint Date /

Jara: 12.02.2024

Reprint Date /
Jara: 12.02.2024

Reprint Date /
Jata: 12.02.2024

Registered Cilice:

Tol +G1 40 A8C0 2000, =

s o

CINTL
wyawdrreddys.com

. Foad No. 3, Banjara Hills, Hyderahad - 500024, Telangana, India
+01 40 4900 2699, Email: maili@drreddys.com
195AP198AFLCO0AE07
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Dr. Reddys ‘.. \ ol .;:1 | Rad A
CERTIFICATE OF ANALYSIS 98166 5
CEPTUOUKAT AHAJIN3A wAvw.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Dkcnpecc (keToposak) TabieTku, AUCneprupyembie B MOJIOCTH pTa, 10 mr

Batch No/ : V2400071 Batch Quantity / : 3600000 tab/
Cepus Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 890001717219 Date of Analysis / : 12.02.2024
AnaanTudyeckuii oruer No JaTa anainza

Date of Manufacture / : 1272023 Date of Expiry / : 1172025
JdaTta npoussoacTBa T'onen mo

Analysis performed according ND / Anann3s nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, u3menenne Ne2 or 11.11.2022)

Page8of 8/ Ctp. 8 3 8

API name / Haumenopanue A®C: Ketorolac tromethamine / KeTopomaka
TpOMETaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepuu npoussoautens A®C: ABQH006488
FP Manufacturer API Batch number /
Howmep cepuu cybectanuun nponspoautens I'JIP: FEQA00573
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
ITponseoantenr A®C, crpaHa: J-p Pexnu'c JTaboparopuc JIta., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykr cooteeTcTBYeT TpeboBanusam HJI 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorosneno: Shivani ITposepeno: Santosh Kumar | Opobpeno: MeHemwkep / PykosoaunTesns
Maurya ¢ Abhishek Chauhan
)g()' ;E\: \
O
Reprint Date / Reprint Date / Reprint Date / )
Hata: 12.02.2024 Jara: 12.02.2024 Hata: 12.02.2024

el 337, Riand No, 3, Banjara Hills; Hyderabad - 500034, Telangana; India




