Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keroposiak) TaGneTku, qUCTIEprupyeMBbIe B TIOJIOCTH pTa, 10 Mr

Batch No / : V2400567 Batch Quantity / : 3600000 tab /
Cepust Ne O0beM cepun 3600000 Tab
Analytical Report No / : 040002497237 Date of Analysis / : 23.04.2024
AHanHTHYEeCKHH oTyeT No Jlara anau3za

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npou3BoacTBa T'onen go

Analysis performed according ND / Ananus nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of8/Crp.1u3 8

No

Y®-cnektpodoromeTpus

No Test / Tloxasarenan Results / Pe3ynbrate Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyraete, 1iockue | Kpyrible, mnockue Tabnetku ¢ Gpackod,
TabneTkn ¢ (ackoif, CBETIO- | CBETJIO-XKENTOro ILBETa C IPaBUPOBKOM
XEJITOro LiBeTa ¢ I'PaBUPOBKOM | «I» Ha OJHOM CTOpOHE.
«I» Ha oTHOY cTOpOHE.
2 Identification / ITomnuHHOCTE
Ketorolac / Kemoponax
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®-cnektpsl
NOINIOLIEHMS UCTIBITYEMOrO pacTBopa
pacTBopa  cTaHAapTHOro  obpasua
KeTOpOJlaKka TPOMETAMUHA  JOJKHBI
YMETb MAaKCUMYMBI [IPH ONHOM U TOM Xke
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

Ilpumeuanne: Ilponykr coorBercTBYeT Tpebosanusam HJT

Conclusion: APPROVED /
3axmwouenne: OJJIOBPEHO

Prepared by /
ITonrorosneno: Ranjeet

@/ Maurya

Checked by /
IIposepeno: Santosh Kumar

ger/Executive /
Onobpero: Men¢mxkep / Pykoponutens
Abhishek Chaulfan :

—_— -

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Jarta: 23.04.2024

Reglsiered Uffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - sUUU34, lelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys,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

CEPTHOPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Kertopon® Dkcnpecc (keToponak) TabneTky, AMCIeprupyeMble B TIOJIOCTH pTa, 10 Mr

Batch No / : V2400567 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 040002497237 Date of Analysis / : 23.04.2024
AHanuTHYecKHH oT4eT Ne aTa ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npousBoacTea T'ogen xo

Analysis performed according ND / Auanns nposenen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp.2 uz 8

No

No Test / Iloka3arenb

Results / Pe3ynpTaThl

Specification / Hopma

b) By HPLC / BOXKX

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). / Bpemsa yaepxuBaHuA
OCHOBHOTO MHKa Ha XpOMarorpamme
UCIIBITYEMOTO ~ pacTBopa  AOJDKHO
COOTBETCTBOBATh BpEMEHH
yIOEPKHUBAaHMA OCHOBHOTO THKa Ha
XpoMmarorpamme pacTBopa
CTaHIapTHOTO KETOpoJiaka
TpOMeTaMHHa (paznmen
«KONnMYecTBEHHOE OTPEEIICHUEN).

obpasna

Remarks: The Product conforms to ND/

Ipumeuanue: [IponykT coorBercTByeT TpeboBanusm HJL

Conclusion: APPROVED /
3akmouenue: OJJOGPEHO

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

[Toaroroeneno: Ranjeet [poeepeno: Santosh Kumar | Omnobpeno: Menemkep / PykoBoauresns
@ P Maurya e Abhishek Chauhan _,

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.04.2024 Hara: 23.04.2024 Jlarta: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.,
D , ‘ ... Formulation Unit-6
@ : ) . .
Vill. Khol, Nalagarh Road, Baddi,
I. Reddy S e Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Keropon® Dkenpece (keToponak) TabIeTkH, JMCIIeprupyemple B 1ojocTu pra, 10 Mr

Batch No / : V2400567 Batch Quantity / : 3600000 tab /
Cepnsa No O0bem cepun 3600000 Tab
Analytical Report No / : 040002497237 Date of Analysis / : 23.04.2024
AvanuTHYeCKHH oTueT Ne JlaTa anajausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jarta mpon3BoacTBa I'oxen o

Analysis performed according ND / Ananus nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30f8/Crp.3m3 8

Jl:)o Test / IlokaszaTe/b Results / Pe3ynbraTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoasuHHOCTB butylhydroxyanisole peaks on the
Oy THIrMAPOKCHAHHU30JT 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 ynepXuBaHUA
MHKOB  2-OyTUATHAPOKCHAHMU30IA U
3-0y THITHAPOKCHAHH30IA Ha
XpoMaTorpamme HCIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBAThH
BpEMEHAM  yIepXKHMBaHUs TIKOB
2-0y THITHAPOKCHAHU3011a u
3-6y THATUAPOKCHAHU30T1a Ha
XpOMATOrpamMMe pacTBOpa
CTaHAApTHOIO obpasna
OYTUITHAPOKCUAHHU30]Ia (paznen
«ConepxaHue
OYTHITHAPOKCHAHU30IIAY).
4 Average weight / Cpeanss 68.7 mg / 68.7 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 mr (70,0 Mr £4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INpumeuanue: [TponykT cootBeTcTBYeT Tpebopanusm HJI 3axmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Ranjeet ITpoeepeno: Santosh Kumar | Ono6peno: Menemfep / Pykosoaurens
Cﬁ Maurya Cé’_ Abhishek Chauhan y
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.04.2024 Hara: 23.04.2024 Jlara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1934PLC0O04507
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
www.drreddys.com

CEPTUPUKAT AHAJIVU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxT: Keropon™ Dkcnpecc (keToposnak) TabneTku, JUCTIEPTHPYEMBbIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2400567 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002497237 Date of Analysis / : 23.04.2024
AHajguTHYecKH# oTyer No JlaTa anasuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Hara nmpousBoacTea I'ogen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 4 of 8/ Crp. 4 u3 8

Jl:'o Test / Iloka3aTesb Results / Pe3ynbrathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpoaHOCTH MACChl 2/20 tablets - not more than % 20 % /

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

5 Disintegration time / 00 min 28 sec / 00 muH 28 cex Not more than 3 min/ He 6onee 3 mun
Pacnapaemoctb

6 Dissolution / PacTeopenue Unit-1/ Ta6bn-1 103% Not less than 75% (Q) of

. C15sH3NO3*C4H 1NO3 (ketorolac
Unit-2 / Tabn-2 98% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 98% 75% (Q)  CisHisNO3*C4H NO;3

. . (xeToponlaka  TPOMETaMHH)  dYepes
Unit-4 / Tabn-4 98% 15 MuH
Unit-5 / Ta6n-5 98%

Unit-6 / Tabn-6 94%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTn 710 pm sieve is formed. / O6pasyetcs
OJIHOpPOJHAs CYCHEH3Us, MNpOXoIsiuas
CKBO3b CHTO C pPa3MepoOM OTBEpPCTHH
710 MKMm.
8 Related impurities / PoncrBeHHbIe IpUMecH

Remarks: The Product conforms to ND/
ITpiamewanne: Ilpoaykr cooTBercTByeT TpebGoBanusam HJJ

Conclusion: APPROVED /
3akmwuenune: OJJOBPEHO

Prepared by /
IToaroroeneno: Ranjeet

(>

Checked by /
ITpoBepeno: Santosh Kumar
Maurya

e

Approved by: Mana
Onobpeno: Menemep / PykoBomurens
Abhishek Chauhan/ /

_-/ . 4

/Executive /

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Registered Office: 8 2 337, Road Mo. 2, Banjara |lillg, llyderabad - 500034, Telangana, lidie
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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 : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkenpece (keroposiak) TabneTky, UCTIeprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400567 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002497237 Date of Analysis / : 23.04.2024
AHanuTH4YecKHH oT4yeT No JlaTa ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jdata npou3BoacTBa I'oxen po

Analysis performed according ND / Ananus nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page Sof 8 /Crp. Su3z 8

ketorolac 1-hydroxy analog /
1-ruppokcuanaor
KeTopojaka

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Hwxe npeznena KoJIHYECTBEHHOTO
onpezaenenus ([TKO = 0.0032 %)

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

Not more than 0.8 % / He 6onee 0,8 %

1-KkeToaHaNOr KeTopoaKa 0.09 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHasl
HeuIeHTU(HULIUPOBAHHAS 0.02 %
NpUMECH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit
9 Water / Bona 24 % Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaToyHble opraHuyeckue pacTBOPUTENH

Isopropyl alcohol /
H3zonponanon

10 pg/tab /
10 Mkr B TabneTke

Not more than 350 pg/tab /
He 6oxnee 350 Mkr B TabJieTke

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoayxrt coorBeTcTBYET TpeboBanusM HJT

Conclusion: APPROVED /
3axkaouenune: OJJOBPEHO

Prepared by /
[oarorosneHo: Ranjeet

-

Checked by /
ITposepeno: Santosh Kumar
Maurya -

Onobpeno: Menemkep/ PykoBomirens
Abhishek Chauhan 7"

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Jlata: 23.04.2024

Reprint Date /
Hara: 23.04.2024

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: maii@drraddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keroposiak) TabneTky, AUCneprupyeMble B MoaocTy pra, 10 mr

Batch No / : V2400567 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepuH 3600000 tab
Analytical Report No / : 040002497237 Date of Analysis / : 23.04.2024
AHaTHTHYECKHH 0TYeT No Jlata anaausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npou3BoAcTBa I'open no

Analysis performed according ND / Ananu3s nposeaen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ C1p. 6 u3 8

11 | Microbial enumeration tests / MukpoGuoJsiornueckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / ObLuee yucio He 6onee 1000 KOE/r
a3pOoOHBIX MUKpPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61wuee He 6onee 100 KOE/r
YHCIIO APOMXOKEBBIX U
TUIECHEBBIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUe B 1 T
12 Uniformity of dosage units / 7.5 Acceptance value (AV) not more than
OQHOPOAHOCTH 15.0 / ITpuemouHoe 3HaueHue (AV) He
A03UPOBAHMS 6onee 15,0.
13 Assay / KoninuecTBeHHOe 9.9mg/9.9 Mr From 90mg to 11.0mg of
onpeneieHue (99.1 %) CsH3NO3+C4H; NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi(e] 1 1,0 Mmr C15H13NO3'C4H11NO3
(keToponaka TpometamuH) (ot 90,0 mo
110,0 % oT 3asiBIIEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0915 mg/tab / Not less than 0.042 mg/tab /
content / Coxepxanue 0.0915 mr B Tabnetke He menee 0,042 mr B TabneTke
Oy THJITHAPOKCHAHM3012

Remarks: The Product conforms to ND/
[Tpumedanue: Ilponykr cooreTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axarouenue: ONOBPEHO

Prepared by /
IToarorosneno: Ranjeet

-

Checked by /
ITpoBepeno: Santosh Kumar
Maurya

m—

ger/Executive /
ep / Pykopoauressb

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Jara: 23.04.2024

Repistered Office: 8-2-337, Road No. 3, Banjara Hllls, Hyderabad - 500034, Telangana, India
Tei. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L.85195AP1984PLC004507
www.drreddys.com



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, INDJA
Tel : 491 98166 56001-02

CEPTHOHKAT AHAJN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon® Dkcnpece (keToposiak) TableTKH, AMCTIEPrHpyeMBbIe B IOJNOCTH pTa, 10 Mr

Batch No / : V2400567 Batch Quantity / : 3600000 tab /
Cepusi Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002497237 Date of Analysis / : 23.04.2024
AnanuTH4yeckHii oTyeT Ne JlaTta anasn3za

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npou3BoacTBa I'onen no

Analysis performed according ND / Ananu3 npoeenen no H/:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70f 8/ C1p. 71n3 8

15 | Package/ Ynakopka

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 TabrneTox B
Onucrepe w3 ([MA/AJ/IID ¢
BiaromnornotureneM/I[19BIT)

¢onsru // (II3/AJT) donsru. Ilo
2 6imucrepa ¢ MHCTpYKLHMEH IO

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 Gnuctepe u3 (ITA/AJUIID ¢
snaronorioturenem/[19BII) donbru //
(T13/AJ1) donbru. ITo 1 wiu 2 6nuctepa
C HUHCTPYKLMEN 110 NPUMEHEHHIO B
NavyKy KapTOHHYIO.

XpaHenue

NPUMEHEHHMIO B nayKky
KapTOHHYIO.

16 | Labeling / MapkupoBKka According to ND / B cootBeTcTBUM ¢ HJI

17 | Storage conditions/ Below 25 °C. / Tlpu Temneparype He Boiie 25 °C.

18 Shelf life / Cpok roanoctu

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.
* JIpu BbINyCKe JIeKApCTBEHHOIO Npenapara KOHTPOJIb Ka4ecTBa Mo nokasaTeno « MUKpoOuoornyeckas
YHCTOTA) MPOBOAMTCS /ISl Kaxaoii 20-0ii cepuu, WM AJisi OAHOI CePHH B Ioj, B 3aBHCHMOCTH OT TOIr0, YTO

HACTYNUT paHblle.

API name / Haumedosanue ADC:

Ketorolac tromethamine / Ketoponaxa

TPOMETaMHH

Remarks: The Product conforms to ND/
IIpumevanue: Ilpogykt cooTBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3akmwouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Ranjeet [Tpoepeno: Santosh Kumar | Ono6peHo: Menembkep / Pykopoaurens
CB/ Maurya { Abhishek Chauh: f
- "/
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.04.2024 JHarta: 23.04.2024 Jlara: 23.04.2024

Registered Office: 8-2-33/, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (keToposiak) TableTkH, AMCeprupyemble B MOJOCTH pTa, 10 Mr

Batch No / : V2400567 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002497237 Date of Analysis / 1 23.04.2024
AHanuTHYecKnH oTueT Ne JlaTa anaansa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTta npon3BoOACTBA I'ogen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 /Crp. 8 m3 8

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRHO001513
Howmep cepun npoussoautenss ADC:

FP Manufacturer API Batch number / FERA00143

Homep cepuu cybetanuuu npouspoantens IJIMD:

API Manufactured by & country /
Ipoussoautesb ADC, cTpasa:

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

Remarks: The Product conforms to ND/
ITpumeuanme: Ilponykt cootseTcTByeT TpeboBanusam HJL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoarorosneno: Ranjeet

Q)

Checked by /

Maurya

IIporepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Mengmkep / Pykosoautes
Abhishek Chauhan

Reprint Date /
Jara: 23.04.2024

(&
Reprint Date /

Jara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



