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

CEPTHO®HKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IponykT: Keropon™ Dkenpece (ketoponak) TabneTkH, AUCTEPrupyemble B MOJOCTH pra, 10 Mr

Batch No / : V2301867 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6beM cepun 3600000.Tab
Analytical Report No / : 890001689416 Date of Analysis / : 21.09.2023
AnaauTnuecknii oTyer Ne Harta anayusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npoH3BOACTBA T'ogen no

Analysis performed according ND / Anasnns nposeaen no HJL:
JITI-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)

Page10f8/Crp.1n38

YV O-cnekTpoGOTOMETPHUS

1}? Test / IlokazaTelb Results / Pe3ybTaThl 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. / Kpyrable, miockue | Kpyrisle, niockue TabneTku ¢ Gpacko,
TaGMeTKH C (ACKOH, CBETIO- | CBETJIO-XEITOTO LBETA C [PABUPOBKOM
KEJITOTO LIBeTa C TPaBMpOBKON | «I» HA OAHOM CTOPOHE.
«l» Ha 0IHOH CTOpOHE.
2 Identification / [logIMHHOCTE
Ketorolac / Kemoponak
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®-cnekTphl
[OIJIOIIEHUS MCIBITYEMOrO PacTBOpa U
pacTeBopa  cTaH;apTHoro  ofpasua
KeTopoNaka TPOMETAMHHA  JIOJDKHBI
UMETH MAKCHUMYMBI TP OJHOH U TO %e
IUTMHE BOJHBI (£ 2 HM).

Conclusion: APPROVED /
Zakaouenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonuresns

Amit Kumar /&_’ Vh—
[o=

Remarks: The Product conforms to ND/
IMpumeuanue: IIpoaykt coorsercrayet TpedosanusM HJI

Prepared by / Checked by /
IoaroroeneHo: Ramakant [poeepeno: Pardeep Kumar

W .f

—

Reprint Date /
Jara: 21.09.2023

Repriul Date /
Jara: 21.09.2023

Reprint Dato /
JHara: 21.09.2023

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



‘..o Dr. Reddy's Laboratories Ltd.
) @ . .
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dxcnpecc (keToposak) TabiaeTku, JUCHEprupyeMsle B TIOJIOCTH pTa, 10 mMr

Batch No / : V2301867 Batch Quantity / : 3600000 tab /
Cepusa Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001689416 Date of Analysis / : 21.09.2023
AnanuTHYecKHiH oTueT N2 Jarta apanuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jata nponssoacTea T'open mo

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot
27.12.2021, usmenenne Ne2 or 11.11.2022)

Page2 of 8/ Crp. 2 3 8

No

N Test / Iloxasaresn Results / Pe3ynbTaTsl 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). / DBpems yIoepxHBaHuA
OCHOBHOTO [MMHKa Ha XpoMaTorpaMme
WCNBLITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATD BpEMEHH
yoep)XuBaHMs OCHOBHOTO IIHKa Ha
XpoMarorpamme pacTBOpa
cTaHgaptHoro obpasna KeTopoJjiaka
TpOMETaMHHA (paznmen
«KonuyecTBEHHOE OTIpeleTICHUEY),

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: IIpoaykT cooTBeTcTBYET Tpebosanusm HJJ 3axawyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NonrotoBneno: Ramakant IIposepeno: Pardeep Kumar Ono6peHo: Menemxkep / Pykosoaurens

wj" 5 Amit Kumar A oN— —

Reprint Date / Reprint Date / Reprint Date /
Jata: 21.09.2023 Jara: 21.09.2023 Jara: 21.09.2023

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




‘..o Dr. Reddy's Laboratories Ltd.
) e . .

I ) Formuiation Unit-6
r. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDjA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTI/I¢I/]I<AT AHAJII/IgA www.drreddys_com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkenpecc (keToposak) TabneTky, JMcreprupyeMbie B HOIOCTH pra, 10 Mr

Batch No / : V2301867 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001689416 Date of Analysis / : 21.09.2023
AdajJHTHYeCKHH oTueT No JlaTa ananu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npousBoacTea Togen oo

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel ot
27.12.2021, namenenue Ne2 or 11.11.2022)

Page30f 8/ Ctp. 3 u3 8

i.:) Test / [loka3aTennb Results / Pe3ynprathl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
Oy THJIrHAPOKCHAHU30JT 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 ylepXHBaHUA
NUKOB  2-OyTHUNTUAPOKCUAHM30MIA U
3-6yTUITHAPOKCUAHU3011a Ha
XpoMarorpaMmme HCTBITYEMOTO
pacTBOopa HOMDKHEL COOTBETCTBOBATH
BpeMeHaM yaepKUBaHHS IIHMKOB
2-6yTHITHAPOKCUAHU30JIA U
3-6yTUNTUAPOKCHAHH30IA Ha
XpoMarorpaMme pacTBopa
CTaHZAPTHOTO obpasna
OYTHITHAPOKCHAHU30JIa (pa3nen
«Conepxanue
OYTHITMAPOKCHAHU3OINAN).
4 Average weight / Cpeauss 69.4 mg / 69.4 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr go 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
1lpumeyanue: | lpogykT cooTBeTCTBYET Tpebosanusam HJT 3akmouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Meuemxep / Pykosoaurens
Amit Kumar PN
/ Q[T:'" J,’Lsm ;/'\’_:,— =
Reprint Date / ' Reprint Date / Reprint Date /
Hara: 21.09.2023 Jara: 21.09.2023 Hara: 21.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 46 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q‘:‘

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

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

CERTIFICATE OF ANALYSIS -/ " 61 98166 5600102
CEPTUOUKAT AHAJM3A rArada e com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Dkenpece (keToposak) TabneTky, ANCIeprupyemele B IOJOCTH pTa, 10 Mr

Batch No / : V2301867 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001689416 Date of Analysis / : 21.09.2023
ApanuTHuyeckuii oTyer Ne JlaTa ananu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npou3BoaACTBA T'ogen no

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

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page4 of 8/ Crp. 4mu3 8

No

Ne Test / Iloka3aTeib Results / Pe3ynbTatsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OIHOPOTHOCTHL MacChl 2/20 tablets - not more than = 20 % /

18/20 Tabnerok — He Oomee +10%
2/20 Tabnerok — He 6onee = 20 %

5 Disintegration time / 00 min 20 sec / 00 mun 20 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemoctb

6 Dissolution / PacTBopenne Unit-1/ Tabn-1 101% Not less than 75% (Q) of

. Ci15H;3NO3*C4sH 1NO3 (ketorolac
Unit-2 / TaGn-2 100% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 100% 75% (Q)  CisHiaNO3*C4H1iNO;3

. . (keToponaka  TPOMETaMHH)  depes3
Unit-4 / Tabn-4 103% 15 Mus
Unit-5 / Tabn-5 102%

Unit-6 / Tabn-6 101%

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

JucrepcHoCTh 710 pum sieve is formed. / O6pasyerca
ONIHOPOAHAs CYCHEH3MA, NPOXOIAIIasn
CKBO3b CHTO € pa3MepoM OTBEpCTHI
710 MKM.

Remarks: The Product conforms to ND/

INpumeuanue: [Tpoaykr cooreTcTBYET TpeboBanusm H/JT

Conclusion: APPROVED /
Zakmawuenue: ONJOBPEHO

Prepared by /
Tloaroroeneno: Ramakant

fubd

Checked by /
[MporepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemwkep / Pykosogurensb

Amit Kumar |
J'h\w’"’

Reprint Date /
Hara: 21.09.2023

Reprint Date /
Jara: 21.09.2023

Reprint Date /
Hara: 21.09.2023

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

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® Dxkcnpecc (ketoposiak) TabaeTKH, AUCIEprupyemble B MOJIOCTH pTa, 10 Mr

AnanuTHuyeckuii otuyet Ne

Batch No / : V2301867 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001689416 Date of Analysis / : 21.09.2023

JlaTa aHaamn3a

Date of Manufacture /
Hdata npounsBoacTBa

: Sep. 2023 Date of Expiry /

Tomen go

: Aug. 2025

Analysis performed according ND / Ananns npoBeaen nmo HJ:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, u3amenenune Ne2 ot 11.11.2022)

Page 50of 8/ Ctp. Smu3 8

8 Related impurities / PoacTeenHble npumecu
ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6omee 0,5 %
l—FI/IZ[pOKCI/IaHaJIOF Below LOD (LOD =0.0010 %) /
KeTopoJiaka Hwuxe npenena obuapysxeuns (110 =
0.0010 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaJIoT KeToposaka 0.03 %
Any unidentified impurity / Not more than 0.5 % / He 6osnee 0,5 %
€IMHWYHasi 0.02 %
HEHJEHTHQULINPOBAHHAST
MPUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma mpumecei
9 Water / Boaa 2.8 % Not more than 7.0% w/w /
He Gunee 7,0 %
10 Residual solvents by GC/ OcTaTouHble OpraHnyeckue pacTBOpPUTENH
Isopropyl alcohol / 05 pg/tab / Not more than 350 pg/tab /
Hzonponanon 05 mxr B Tabrerke He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
Ilpumeuanue: IlpoaykT cooTeeTcTBYET Tpeboranusam HJJ

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by / Approved by: Manager/Executive /
IMposepeno: Pardeep Kumar | Ono6peHo: Menewkep / PykoBonuresns
[ Amit Kumar /l(’:\ —
& N —

Reprint Date /
Jara: 21.09.2023

Reprint Date /
Hara: 21.09.2023

Reprint Date /
Jara: 21.09.2023

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 €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

CEPTUDUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToposak) TabaeTky, AUCIIEpPrUpyeMble B IOJIOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2301867 Batch Quantity /

Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 850001689416 Date of Analysis / : 21.09.2023
AHanHTHYeCKHi oTueT No JlaTa ananu3sa

Date of Manufacture / : Sep. 2023 Date of Expiry / 1 Aug. 2025
JaTta npon3Boacrea I'open o

Analysis performed according ND / Ananns npoeegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nzmenenne Nel ot
27.12.2021, n3amenenue No2 ot 11.11.2022)

Page 6of 8/ Ctp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uosiorudeckasi 4ucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmiee uucno He 6onee 1000 KOE/r
a3po6OHBIX MUKPO-
OpTaHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obniee He 6onee 100 KOE/r
YUCIO APONOKEBBIX U
TUICCHEBBIX Ipub0B
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBUE B 1 T
12 | Uniformity of dosage units / 4.2 Acceptance value (AV) not more than
OaHopoaHOCTB 15.0 / [IpuemouHoe 3HaueHue (AV) He
JO03HPOBAHMS 6oiee 15,0.
13 Assay / KonuuecTBeHHOe 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
OnpCACICHHE (100.6 %0) CisI13NO;=CyIl; ) NO; (Icotorolae
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
a0 1 1,0 Mmr C15H13N03'C4H11NO3
(xetoponaka tpomeramuH) (oT 90,0 g0
110,0 % oT 3aABIEHHOTO KONMYECTBA) B
TabNeTKe
14 | Butylhydroxyanisole 0.0968 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0968 mr B Tabnetke He menee 0,042 mr B TabneTke
OyTHJIrMAPOKCUAHU30/1a

Remarks: The Product conforms to ND/

IIpumeuanue: IIponykT cooTBercrByer Tpeboranusm HJJ

Conclusion: APPROVED /
3akiawuenue: OJJOBPEHO

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

Ioaroroeneno: Ramakant IIposepeno: Pardeep Kumar | Omobpeno: MeHemxep / PykoBoauTesb
P Amit Kumar SN it —

Reprint Date / ' Reprint Date / Reprint Date /

Jarta: 21.09.2023 JlaTa: 21.09.2023 Jarta: 21.09.2023

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 Q;"

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon®™ Okcnpecc (keToponak) TabIeTKH, AMCTIEprupyeMble B MOJIOCTH pTa, 10 Mr

BatchNo / : V2301867 Batch Quantity / : 3600000 tab /
Cepna Ne Oonem cepun 3600000 Tab
Analytical Report No / : 890001689416 Date of Analysis / : 21.09.2023
AnaJiuTudeckHuii oruer Ne Jara anajnza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npon3poacTea I'omen po

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, uamenenue Ne2 or 11.11.2022)

Page 7 of 8 / C1p. 73 8

15 r 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 Tabierox B
6mucrepe u3  (ITA/AJI/IID ¢
BiaromnoriotuteneM/I19BIT)
¢donsru // (TI3/AJT) doneru. Mo
2=GnueTepa ¢ HHCTpyKuMeH ne
HNPUMEHEHHIO B HayKky
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
tabnerok B 6auctepe u3z (ITA/AJIVIID ¢
pinaronoriorurenem/II9BII) doneru //
(XI3/AJT) donbru. Io 1 mwiu 2 Gnuctepa
C MHCTPYKIMEH I0 TNPUMEHEHHIO B
Ma4yKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootetctBuu ¢ H/|

17 | Storage conditions /
XpaHeHHe

Below 25 °C. / Ilpu Temnepatype He Bblie 25 °C.

18 Shelf life / Cpox rognocTn

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 BBIDYyCKe JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJb KayecTBa o nokasaresio «MHKpoOHooOrHYecKas
YUCTOTa» NPOBOAUTCS AJIs1 Kaxknoi 20-o0ii cepuu, Wim 1551 0HOH CEpHHU B rof, B 3aBHCHMOCTH OT TOr'0, YTO

HACTYNUT paHbllIe.

Remarks: The Product conforms to ND/

Ilpumeuanwue: [Iponykt coorBercTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3akiaouenue: OJJOBPEHO

Prepared by /
ITonrorosnedo: Ramakant

Checked by /
[Iposepeno: Pardeep Kumar

el

Approved by: Manager/Executive /
Onobpeno: Menejicep / Pykosonuress
Amit Kumar /:X SN

s

it

Reprint Date /
Hara: 21.09.2023

Reprint Date /
Hata: 21.09.2023

Reprint Date /
Hara: 21.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, 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, Baddj,
Distt. Solan, H.P., 173 205, INDJIA
Tel : 491 98166 56001-02

CEPTUOPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon® Dkenpece (keropoiak) TabneTku, AUcIeprupyeMble B MONOCTH pra, 10 mr

: 3600000 tab /

Batch No / : V2301867 Batch Quantity /

Cepusa Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001689416 Date of Analysis / : 21.09.2023
AHATHTHIECKHHA oTIeT No JlaTa aHaan3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npon3BoacTBa T'onen o

Analysis performed according ND / Anann3 nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenue Nel or

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 8 of 8/ Ctp. 8 m3 8

API name / Haumenosanune A®C:

Ketorolac tromethamine / Keroponaka

Homep cepun cy6eTtannuu npoussoaurens [JID:

TpOMETaMHUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepun npoussoauteas AQC: ABQH003986
FP Manufacturer API Batch number / FEQA00433

API Manufactured by & country /
IIpousBoautenr ADPC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Peqni'c JTabopatopuc Jita., Maaus

Remarks: The Product conforms to ND/
IMpumeuanue: [poaykT cooTBeTcTBYET TpedoBanusaM HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Toarotosnexo: Ramakant

Checked by /
ITpoBepeno: Pardeep Kumar

o

o

Approved by: Manager/Executive /
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