Dr. Reddy's Laboratorles Ltd.
Formuiation Unit-6

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

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpece (ketoposiak) TabieTky, JHCIIEprupyeMble B I0JI0CTH pTa, 10 Mr

Batch No / : V2302141 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepun 3600000 tab
Analytical Report No / : 890001697672 Date of Analysis / : 31.10.2023
AHANMTHYECKNE ULael Ne Jlata ananmnsa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jlata mpousBoAcTBA I'ogen no

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

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page1 of 8 /Crp.1m38

No

No Test / Iloka3aresib Results / Pe3ynbTathl Specification / Hopma
1 Description / Onucasue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrnsle, mwiockue | Kpyrible, ninockue 1abneTku ¢ packoH,
TabneTk# ¢ (ackoi, CBETJO- | CBETNO-XKENTOTrO LBETA C IPaBUPOBKOM
XKENTOr0 IBeTa C I'PaBUPOBKOM | «l» Ha ofHON CTOpOHE.
«l» Ha Of{HOM CTOpOHE.
2 Identification / ITomnuHHOCTB
Ketorolac / Kemopoaak
a) Byuv/ Complies / COOTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-crnexTpsl
MOTJIOLUEH!S HCTIBITYEMOTO PacTBOpa H
pacTBopa  CTaHAapTHoro  obpasla
KETOposaka TPOMETaMHHa OJDKHBI
HUMeTh MAaKCUMYMBI IIPU OJIHOM U TO e
JUTHHE BOJHBI (£ 2 HM).

Y@-cnektpodoTomMeTpust

Conclusion: APPROVED /
3akmaouenne: OJJIOBPEHO
Approved by: Manager/Executive /

Remarks: The Product conforms to ND/
ITpumeyanwe: Iponykr cooTBeTcTBYET Tpebosanuam HJI
Prepared by / Checked by /

Ioaroroeneno: Pardeep Ipoeepeno: Himesh Kumar Onob6peno: Meneaikep / PyxoBoauresnp
Kumar t S ——..| Abhishek ChauhaL\
Reprint Date / Reprint Date / Reprint Date / \

Jlata: 31.10.2023

Hara: 31.10.2023 Jara: 31.10.2023

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



o Dr. Reddy's Laboratorles Ltd.
Dr_ Reddy’s ... Formulation Unit-6
° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTU®UKAT AHAJIU3A  www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykt: Keropon® Dkenpecc (keToposiak) TabNeTkH, JUCIEePrupyeMble B IIONOCTH pTa, 10 Mr

Batch No / 1 V2302141 Batch Quantity / : 3600000 tab /
Cepusn Ne O6bem cepun 3600000 a6
Analytical Report No / : 890001697672 Date of Analysis / : 31.10.2023
AHAJIHTHYECKHH oTUeT N2 Jlara anannsa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTta npon3BoacTBa T'onen mo

Analysis performed according ND / Ananus nposeaen mo HJI:
J1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 2 of 8/ Ctp. 2 u3 8

No

No Test / Iloka3zaresb Results / Pe3ynpTaTht Specification / Hopma

b) By HPLC/BDXX 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 yznepxuBaHUSA
OCHOBHOTO MHMKa Ha XpOMaTorpamme
HCIIBITYEMOIO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BPEMEHH
YIOEPXKUBAHMA OCHOBHOTO TMHKAa Ha
XpoMaTorpamme pacTtBopa
CTaHIapTHOrO 00pasiia KeToponaka
TpOMETaMMHa (paznen
«KonmaecTBeHHOE OTIPEETEHHEY).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [TpoaykT coorseTcTByeT TpebosaHuam HJI 3axnouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Pardeep ITposepero; Himesh Kumar | Ono6peno: Menenykep / Pykosoautenb

Kumar t ——, Abhishek Chauhan \
A\

Reprint Date / Reprint Date / Reprint Date /
Hara: 31.10.2023 Jlata: 31.10.2023 Jata: 31.10.2023

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: L85195AP1984P1C004507
www.drreddys.com



Pe Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ... Formulation Unit-6
° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUO®UKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Oxcnpecc (keToposiak) TabeTky, AUCIIeprupyeMble B OJIOCTH pra, 10 Mr
Batch No / : V2302141 Batch Quantity / : 3600000 tab /
Cepusn Ne O6beM cepuu 3600000 Tab
Analytical Report No / : 890001697672 Date of Analysis / : 31.10.2023
AHAJIHTHYECKHH OT4UeT Ne JlaTa ananusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa npon3BoaCTBa I'oxen no
Analysis performed according ND / Ananns nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot
27.12.2021, usmenenne Ne2 ot 11.11.2022)
Page3 of 8 /Crp.3u3 8
1;.:) Test / [TokazaTenan Results / Pe3ynsTaThl Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoannuHOCTL butylhydroxyanisole peaks on the
OYTHATHAPOKCHAHH30JI 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 ynepXHUBaHHA
IMKOB  2-OyTWITMOPOKCHAHM3ONA U
3-6yTHITHAPOKCHAHU3011A Ha
XpOMaTorpamme HCIBITYEMOTO
pacTBOpa [JOIDKHBI COOTBETCTBOBAaTh
BpEMEHaM  YAePKUBAHUS IIMKOB
2-6yTUITHAPOKCHAHH30J1d u
3-0yTHIrHAPOKCHAHU30T Ha
XpOoMarorpamMmme pacTBopa
CTAHAAPTHOTO obpasua
6YTUNTHOPOKCHAHU30JIa (pazzoen
«Copnepxanue
OYTHUITMOPOKCUAHU30JIAY).
4 Average weight / Cpennsis 69.4 mg/ 69.4 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca Ot167,2Mr 10 72,8 mr (70,0 Mr £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITpoaykr coorBeTcTBYET Tpebosanusam HJI 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroropneno: Pardeep IMposepeno: Himesh Kumar | Onobpeno: Menemkep / Pykosogurens
Kumar %ﬁ/ (2;3 .| Abhishek Chauhan:
~ - \
Reprint Date / Reprint Date / Reprint Date / |
Harta: 31.10.2023 Jara: 31.10.2023 Jlata: 31.10.2023

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 Qf"

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
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dxcnpece (keToponak) TabneTkH, AUCIIEPrUpyeMbIe B IOJIOCTH pTa, 10 Mr

AnanuTHyecKHi oTyer No

Batch No / : V2302141 Batch Quantity / : 3600000 tab /
Cepnsi No O0bem cepun 3600000 tab
Analytical Report No / : 890001697672 Date of Analysis / : 31.10.2023

JlaTa anaanza

Date of Manufacture /
JaTta npouszBoacTBa

: 10-2023

T'onen go

Date of Expiry /

: 09-2025

Analysis performed according ND / Anayu3 nposegen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, m3amenenune Ne2 ot 11.11.2022)

Page 4 of 8 /Crp. 4 u3 8
iﬂo Test / ITokazaTeqan Results / Pe3synbTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOpPOAHOCTBL Macehl 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Gonee + 10 %
2/20 tabnetok — He 6onee + 20 %
5 Disintegration time / 00 min 26 sec / 00 muH 26 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb
6 Dissolution / PacrBopenue Unit-1/ Ta6n-1 98% Not less than 75% (Q) of
. CsH13NO3+C4H ;1 NO3 (ketorolac
Unit-2 / Tabx-2 101% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% 75% (Q)  CisHisNO3*CsH1NO3
. (xeToposiaka  TpPOMETaMHH)  4Yepes3
Unit-4 / Tabn-4 100% 15 MuE
Unit-5 / Ta6n-5 97%
Unit-6 / Tab1-6 98%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pazyercs
OIIHOPOJAHAs CYCTICH3Ms, MPOXOAALIAs
CKBO3b CHUTO C pa3MepoM OTBEpCTHi
710 MKM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IponykT cooTBeTcTBYeT Tpebopanuam HJI 3akawdenne: OJOBPEHO

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

Iloarorosneno: Pardeep IMpoeepeno: Himesh Kumar | Ono6peno: Menexep / PykoBoaurens
Kumar t (:)(Lf __—J Abhishek Chauhan \ ‘\\

—

Reprint Date /
Hara: 31.10.2023

Reprint Date /
Hara: 31.10.2023

Reprint Date /
JHara: 31.10.2023

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: L85195AP1584PLCO04507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJINU3A

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
Ipoayxr: Keropon® Dkcnpecc (keroposiak) TabneTkH, AUCIeprupyeMble B IIOJIOCTH pTa, 10 Mr

Batch No / : V2302141 Batch Quantity / : 3600000 tab /
Cepns Ne O6bemM cepun 3600000 Tab
Analytical Report No / : 890001697672 Date of Analysis / : 31.10.2023
AnanuTHyeckui oryer Ne /laTa ananuza

Date of Manufacture / : 10-2023 Date of Expiry / ¢ 09-2025
JaTa npoH3BOACTBA I'onen no

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

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page S of 8 /Crp.5n3 8

8 Related impurities / PoacTeeHHble npuMecH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %

l-ruppoxcuanaior Hwxe npenena o6xapysxerus (ITO =

KeTopoJiaka 0.0010%)

ketorolac 1-keto analog/ 0.02 % Not more than 0.8 % / He 6oee 0,8 %

1-KeToaHaTOr KETOpOJIaka

Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %

eIUHAY Hasl

HEMAEHTH(UIMPOBAHHAS

MPUMECH

Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %

Cymma npumeceit
9 Water / Boaa 33% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTtaTouHble OpraHu4ecKHe pacTBOPUTEIN

Isopropyl alcohol /
UzonponaHoin

7 ug/tab/
7 MKT B TabJeTKe

Not more than 350 pg/tab /
He 6ousiee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: [Mpoaykt cootBeTcTBYeT Tpebosanuam H/I 3axmouenne: OJOBPEHO

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

IToarororneno: Pardeep Ipoeepeno: Himesh Kumar | Ono6pero: Mengmkep / PykoBogurenb
Kumar p (><'/—£- Abhishek Chau‘llL \

Reprint Date / Reprint Date / Reprint Date /
Jara: 31.10.2023 Hara: 31.10.2023 Jara: 31.10.2023

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 “:‘.

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
CEPTHOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToponak) TabneTky, AMcneprupyemele B MoJocTy pra, 10 mr

Batch No / : V2302141 Batch Quantity / : 3600000 tab /
Cepust Ne O6nemM cepun 3600000 tab
Analytical Report No / : 890001697672 Date of Analysis / : 31.10.2023
AHaJHTHYECKHH oTyeT Ne JaTa anagnsa

Date of Manufacture / : 10-2023 Date of Expiry / ¢ 09-2025
Jlata npou3sBoaACTBa I'onen no

Analysis performed according ND / Ananus nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3smenenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 m3 8
11 Microbial enumeration tests / MuxpoGuoJiornueckast uncrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / O611ee yucno NA He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6uiee NA He 6onee 100 KOE/r
YUCIIO JIPOXOKEBBIX U
TUTECHEBBIX IpHUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 1
12 Uniformity of dosage units / 43 Acceptance value (AV) not more than
OIHOpPOAHOCTDL 15.0 / TlpuemouHoe 3HaueHue (AV) He
JIO3UPOBAHHS 6oee 15,0.
13 Assay / KonmmyecTBeHHOE 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpejaesieHue (98.4 %) C1sH13NO3*C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
HO 1 1,0 MU C15H13NO3‘C4H11NO3
(xetoponaka tpomeramuH) (ot 90,0 n0
110,0 % OT 3asBIIEHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0993 mg/tab / Not less than 0.042 mg/tab /
content / Conpepxanue 0.0993 mr B Tabnerke He menee 0,042 mr B TabneTke
OYTHATMIPOKCHAHH30/12

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Hara: 31.10.2023

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pardeep [Tposepexo: Himesh Kumar Ono6peno: Mene/ikep / PykoBoaurens
Kumar t ~___——| Abhishek Chauhzﬂglu " \
Reprint Date / Reprint Date / Reprint Date /

JHara: 31.10.2023

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: L85195AP1984PLCO0450
www.drreddys.com
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Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposiak) TabneTky, AUCeprupyeMble B NOJIOCTH pTa, 10 Mr

Batch No / 1 V2302141 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001697672 Date of Analysis / : 31.10.2023
ApanaTayecknii oryer Ne JlaTa anammsa

Date of Manufacture / : 10-2023 Date of Expiry/ : 09-2025
Jdara npon3soacTsa T'onen oo

Analysis performed according ND / Ananns nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, usmerenne Ne2 or 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

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 Tabnerok B
onucrepe u3 (I[TA/AJV/IID ¢
Braronorioturesem/[13BIT)
tdonsru // (I13/AJT) donsru. ITo
2 6nucrepa ¢ HHCTPYKLHEH 10
NpUMEHEHHIO B nauKy
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. / Ilo 10
Tabnetok B 6nucrepe u3 ([TA/AJI/IID ¢
snaronornorurenem/[19BII) donsru /
(I12/AJ1) donbru. ITo 1 umu 2 6nucrepa
¢ MHCTpYKUHEH @0 NPUMEHEHUIO B
Nayky KapTOHHYIO.

16 Labeling / MapkupoBka

According to ND / B coorseTctBuu ¢ HJT

17 Storage conditions /
Xpaunenue

Below 25 °C. / Ilpu Temneparype He Boiwe 25 °C.

18 Shelf life / Cpok roasocTn

2 years /2 roza

* 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 BLIMYCKe JIEKAPCTBEHHOI 0 MpenapaTa KOHTPOJIb Ka4ecTBa [0 NoKa3aTesio «MuKpoOuoornyeckas
YHMCTOTA» MPOBOAUTCS AJISI KaXKaoii 20-oii cepuu, MK A5 OAHOI cepHH B rofl, B 3aBHCUMOCTH OT TOI'0, YTO

HACTYIIUT paHbLIE.

Remarks: The Product conforms to ND/
IMpumeuanue: IIpoaykt coorsercTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3aknwuenune: OJJOBPEHO

—

Prepared by /
Iloarorosneno: Pardeep

Kumar r

Checked by /
[Tpoeepero: Himesh Kumar

Approved by: Manager/Executive /

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Hara: 31.10.2023

Onobpeno: Meneprep / PykoBoaurens
Abhishek ChauhaK )\
\

Reprint Date /
Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29939, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT 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
IpoaykT: Ketopon® Dkenpecc (keToposnak) TableTkH, IMCIEprupyeMbie B MofocTH pra, 10 mr

Batch No / 1 V2302141 Batch Quantity / : 3600000 tab /
Cepusa Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001697672 Date of Analysis / : 31.10.2023
AHaIATHYECKHH oTyeT No JlaTa anajaunsza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTta npoH3BOACTBA I'ogen no

Analysis performed according ND / Ananus nposeaen no H/I:

JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, nzmenenue Ne2 or 11.11.2022)

Page 8 of 8 /C1p.8 w3 8

API name / Haumenosanue A®PC:

Ketorolac tromethamine / Keropoiaka

Homep cepuu cy6eranunn nponspoautens IJID:

TPOMETAaMMH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Homep cepuu npouspoaurensi ADC: ABQH005389

FP Manufacturer API Batch number / FEQA00496

API Manufactured by & country /
Ipoussoaurens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Peamn'c Jlaboparopuc Jita., MEana

Remarks: The Product conforms to ND/
Ipumeuanwe: [Iponykt cooTBeTcTBYeT Tpebosanuam H/I

Conclusion: APPROVED /
3axiaouenne: OJJOBPEHO

Prepared by / Checked by /
Toarorosneno: Pardeep

[Tposepero: Himesh Kumar

e

Approved by: Manager/Executive /
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