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

CEPTUPHKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (ketoponak) TabeTk, AMCTEPrApyeMbie B 0JI0CTH pra, 10 Mr

Batch No / 1 V2301874 Batch Quantity / : 3600000 tab /
Cepust Ne Ob6bem cepHH 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AHanuTHYecKHi oTyeT No JaTa aHanu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npoH3BoAcTBa Tonen no

Analysis performed according ND / Ananns nposeaen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel or

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page1 of 8/ Crp. 113 8

1;: Test / IloxasaTens Results / Pe3ynbTaThl 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. / Kpymnte, mnockue | Kpyrbie, nmockne TabneTku ¢ gackoi,
Tabnetkn ¢ ¢ackoif, CBETIO- | CBETIO-XENTOro IBETA C rPaBUPOBKOM
XKEJNTOrO [BeTa C TPaBHPOBKOH | «» Ha OZHOM CTOpPOHE.
«l» Ha onHOI cTOpoNE.

2 Identification / IToTHHHOCTS

Ketorolac / Kemoponax

a) ByuUv/
V@-cnexrpodoToMeTpHA

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelengh (& 2 am). / YO-cnekTphl
[OTJIOMIEHHs] HCMTBITYEMOTO PacTBOpa M
pacteopa  cTaHapTHoro  obpaslia
KETOpONiaka TPOMETaMHMHA  JOMKHEI
WUMeTh MaKCUMYMEI IPH OJIHOM M TOH e
JIJIMHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykt coorsercTBYeT TpedoranusM HJI

Conclusion: APPROVED /
3axnoueane: OJIOBPEHO

Prepared by /
IToxrorosneHo: Santosh

Kumar Maurya @ 7
-

Checked by /
[Tposepeuro: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosoaurens
Abhishek Chauhan

Reprint Date /
Jara: 25.09.2023

Reprint Date /
Jara: 25.09.2023

Reprint Date /
Hara: 25.09.2023

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: L85195AM1004PLC004507
www.drreddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIA3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpogyxr: Ketopon® Dxcnpecc (keToposak) TabaeTkH, AMCIEprApyeMbIe B MONOCTH pra, 10 Mr

Batch No / : V2301874 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepan 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AnanuTHYECKHH oT4eT No Hara ananusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npou3BOACTBa T'open po

Analysis performed according ND / Ananns nposenen ﬁo H:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page2 of 8/Crp.2mu3 8

No

Test / ITokazaTenb
Ne :

Results / Pesynbrats!

Specification / Hopma

b) By HPLC/BXX

Complies / CooTReTCTBYET

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 yaepXuUBaHHUA
OCHOBHOTO ITHKa Ha XPOMaTorpamMMe
HCIBITYEMOTO ~ pacTBoOpa  JOJDKHO
COOTBETCTBOBAThH BPEMEHH
YOEPXHBAHMS OCHOBHOIO INHKa Ha
XpomaTorpaMmme pacTBopa
CTaHgapTHOro ofpasna KeTopoJaka
TNOMETAMHUHA (pazman
«KOJIHYECTBEHHOE ONPE/ICIEHHAEY),

Remarks: The Product conforms to ND/

IMpumeuanue: [lpoxykT cooTBeTcTBYET TpeboranuaM HI

Conclusion: APPROVED /
Zaxnwuenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroropnexo: Santosh [poeepeno: Pardeep Kumar | Omobpeno: Menemiep / PykosomuTenk
Kumar Maurya @2{1 Abhishek Chauhan !/ _
Reprint Date / Reprint Date / Reprint Date /

Jata: 25.09.2023 Hara: 25.09.2023 Jarta: 25.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
LIN: LES 1YSAPLS84PLLUL45U/

www.drreddys.ccm




Dr.Reddy’s ‘;‘

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

Vill. Xhol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS " 500 <000 o
CEPTHOUMKAT AHAM3A .\ dreddys com

Hpoayxr: Ketopon™ Dxenpece (ketoponak) Tabnetky, sucnepra

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

pyemsie B nonocTy pra, 10 Mr

Batch No / : V2301874 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepHH 3600000 Ta6
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AHanuTHYecKHH oT4eT Ne JlaTa aHaH3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Hdata npou3BoacTsa T'open no

Analysis performed according ND / Ananun3s nposeaen mo HJI:

27.12.2021, uamenenne Ne2 ot 11.11.2022)

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

Page3of 8§ /Cip.3m3 8

No

No Test / IlokasaTenn Results / Pe3ynbTarsl

Specification / Hopma

3 Identification Complies / CoOTBETCTBYET
Butylhydroxyanisole /
IMoanuHHOCTE

Oy THArHAPOKCHAHU3ON

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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). / Bpemena ynepxuBaHUs
NHKOB  2-0yTHATMApPOKCHAHU30Na M
3-0yTHIrHAPOKCHAHHN30J1a Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTeopa JOIKHB! COOTBETCTBOBAThH
BpEMEHaM  YINEepXKMBaHH#  IIMKOB
2-0yTHNrHAPOKCHAHH30I1a H
3-6yTUITHAPOKCHAHU3011a Ha
XpOMaTorpaMme pacTBopa
CTaHIapTHOTO obpasla
GYTHUNTHAPOKCHAHU301A {(paznen
«Copepxanue
6YTUIIrHAPOKCHAHU3ONAN).

4 Average weight / Cpeausis 70.2 mg / 70.2 Mr
macca

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
O167,2 Mr fo 72,8 Mr (70,0 Mr£ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuanue: IlpogykT cooTreTcTBYET TpeboBaHWaM HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[onrorosaero: Santosh IIposepeHro: Pardeep Kumar | Ono6peno: Meneakep / Pykosonurens
Kumar Maurya @{U Abhishek Chauhan | -

B N A \
Reprint Date / Repnint Date / Reprint Date /
Jata: 25.09.2023 Jara: 25.09.2023 Jara: 25.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, india
Tel: +91 40 4800 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CtN: L85195AP1584PLC004507

www.drreddys.ccm




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel: 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoayxr: Keropon® Dkcnpece (keToponak) TabneTku, IMCIEPrUPYEMBIE B MIONOCTH PTa, 10 Mr

Batch No / : V2301874 Batch Quantity / : 3600000 tab /
Cepusi Ne O0neM cepun 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / 1 25.09.2023
AHAJTHTHYECKHIT 0T9eT Ne Jara aHaan3a

Date of Manufacture / : Sep. 2023 Date of Expiry / ¢ Aug. 2025
JaTa npoH3IBOACTBA I'open xo

Analysis performed according ND / Ananmu3z nposegen mo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page4 of 8/ Crp. 4u3 8

1;.00 Test / IToxazaTens Results / PesynpTathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OZHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 TabneTox — He Gonee + 10 %
2/20 Tabnetok — He Gonee £ 20 %

5 Disintegration time / 00 min 21 sec / 00 MuH 21 cek Not more than 3 min / He 6onee 3 Mux
Pacnapaemocts

6 Dissolution / PacrBopenne Unit-1/ Ta6n-1 100% Not less than 75% (Q) of

. C15H13NO3*C4H,|1NO;3 (ketorolac
Unit-2 / Ta6n-2 101% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 102% | 75% (Q)  CisHisNO3*CqHiNOs

) (xeToponaka  TPOMETaMHH)  dYepes
Unit-4 / Tabn4 103% 15 ne
Unit-5 / Tabn-5 102%

Unit-6 / Tabn-6 101%

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

JucnepcHoCcTh 710 pm sieve is formed. / O6pasyeTca
OIHOpPOJHAs CYCHEH3MdA, NPOXOHALIasL
CKBO3b CHTO C pPa3MeEpOM OTBEPCTHIt
710 MKM.

Remarks: The Product conforms to ND/

[Tpumeuanue: [Ipoaykr cooreercTByeT Tpebosanuam HJI

Conclusion: APPROVED /
Zaknaogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxroroeneno: Santosh Nposepeno; Pardeep Kumar | OnoBpeno: Meneswkep / Pykosoaurens
Kumar Maurya @U Abhishek Chauhan \

P — o’
Reprint Date / Reprint Date / Reprint Date / l
Hara: 25.09.2023 Jlata: 25.09.2023 Hara: 25.09.2023

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: | 85195AP1GR84P1.CO04507

www.drreddys.ccm
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Dr.Reddy’s ‘}’

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxTt: Keropon™ Sxcnpecc (keToponak) TabieTkH, AUCHIeprupyeMble B IOJIOCTH pTa, 10 mr

Batch No/ : V2301874 Batch Quantity / : 3600000 tab /
Cepna Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AHaUTHYECKHH 0TYCT Ne JdaTa anajgnsa

Date of Manufacture / : Sep. 2023 Date of Expiry / :. Aug. 2025
Jdara nmpoussoacTBa T'open no

Analysis performed according ND / Ananaus nposenen mo HJI:
J1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenune Nel or

27.12.2021, nameHenue Ne2 ot 11.11.2022)

Page 50f 8/ CTp. Su3z 8

8 Related impurities / PoacTBeHHbIE NpuMecy

l-mnpomnauanor

ketorolac 1-hydroxy analog /

Below LOD (LOD =0.0010 %) /
Huxe npenena obHapyxenus (110 =

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

He 6onee 7,0 %

KeTOpoNaxa
0.0010 %)

ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHATOT KETOPOaKa 0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eJUHHYHas 0.02 %
HeuAeHTHGUIMPOBAHHAS
TIPUMECE
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boga 34% Not more than 7.0% w/w /

10 | Residual solvents by GC/ OcTaTo4unie oOpraHn4ecKHe pacTBOPHTEIH

Isopropyl alcohol /
Hzonponanon

25 pgftab/
25 Mkr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 mxr B Tabnetke

Remarks: The Product conforms to ND/
ITpumeuanne: [lponyxT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akaoyenne: OJOBPEHO

Prepared by /
IToaroroBheHo: Santosh

Kumar Maurya
G

Checked by /
IIposepero: Pardeep Kumar

Approved by: Manager/Executive /

Omnobpeno: Menesep / PyxosoanTens
Abhishek Chauha):lL \
— \

Reprint Date /
Jara: 25.09.2023

Reprint Date /
Jara: 25.09.2023

Reprint Date /
Hata: 25.09.2023

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

CIN. L853195AP1984PLC004507
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

CEPTH®HKAT AHAJTH3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyrt: Keropon™ Bkenpece (ketoponak) TabiieTki, AMCHEPrHPYEMbIC B MOT0CTH PTa. 10 mr

Batch No / : V2301874 Batch Quantity / : 3600000 tab/
|Cepust Ne O6Bnem cepun 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AHaTHTHYECKHI oTdeT Ne JlaTa aHau3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JdaTa npouM3BOACTBA Tomen no

Analysis performed according ND / Axanus nposeaen o HJI:
JIII-004929-011119 (amend Nol from 27.12.2021, amend Ne2 from 11.11.2022/ u3nenenuc Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 6 of 8/ C1p. 6 13 8

11 | Microbial enumeration tests / MukpoGuosiorituecKkas YucToTa*

Count / O61uee 1rcno
a3po6HBIX MHKPO-

a) Total Aerobic Microbial

T.ess than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

YHCIIO APOXKAKEBLIX U
IUTECHEBBIX TPHOOB

Megnee 10 KOE/r

OpraHu3MoB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6mee Less than 10 CFU/g / He Gonee 100 KOE/r

c) Escherichia Coli

Absent in 1 g/ OtcyTtcTBYET B 1T

Shell be absent in 1 gram /
OrcytctBue B I T

12 | Uniformity of dosage units /

5.3

Acceptance value (AV) not more than
15.0 / Tipuemounoe 3Hauenue (AV) ue

content /

Coaepxanue
6y THArTHAPOKCHAHU301A

0.0984 mr B TabneTke

OgHopoaHOCTb
X03UpPOBAHMA 6onee 15,0.
13 | Assay/KonudectBeHHoe 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
onpenciieHye (100.1 %) C1sH13NO3+C4H; 1NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 Mr Ci1sH13NO3*C4H 1 NO3
(xeToponaka tpoMeTamus) (ot 90,0 no
110,0 % OT 3asBIEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0984 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 mr B TabnieTke

Remarks: The Product conforms to ND/
ITpumeyanue: [IpofyKT COOTBETCTBYET TPEOOBAHHAM HIO

Conclusion: APPROVED /
3axnwueane: OJJOGPEHO

Prepared by /
[loarotosineHo: Santosh

Kumar Maurya @g_’

Checked by /
IMpoeepeno: Pardeep Kumar

< —

Approved by: Manager/Executive /
Onobpero: Menensdp / PykoBoautens
Abhishek Chauhan

Reprint Date /
Jara: 25.09.2023

Reprint Date /
Hara: 25.09.2023

Reprint Date /
Jara: 25.09.2023

Registered Office: 8-2-337, Road No. 3, Banjarz Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
ClId. LB5195AP1984PLCO04507

www.drreddys.com
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Dr.Reddy’s ‘,‘.’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Dxenpece (ketoponak) Tabnerku, aucneprupyembie B nojiocty pra, 10 mr

Batch No/ 1 V2301874 Batch Quantity / : 3600000 tab /
Cepnsa Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AnanTHTHYecKHH oT4eT No Hara ananuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npou3BOACTBa T'onen go

Analysis performed according ND / Ananmm3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. Tuz 8

15 | Package/ YnaxoBka

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. / Tlo 10 Tabnerox B
6nucrepe w3z (INA/AJI/IID ¢
Bnaronoriorurenem/I1OBIT)

donsry // (II3/AJ]) dponsra. ITo
2 6nuctepa ¢ MHCTpyKUME# mo

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. / .ITo 10
Tabnerok B Guctepe u3 ([TA/AJIVIID ¢
piaronornotuteneM/II12BIT) donsry //
(II3/AJT) dombra. Ilo 1 wiu 2 6nucrepa
C MHCTpYKUMEN 10 OPHMEHCHHIO B
TNA4YKy KapTOHHYHO.

NPHMEHEHHIO B
KapTOHHYIO.

nayky

16 Labeling / MapkupoBka

According to ND / B cootseTcTBHM ¢ H]

17 Storage condifions /
XpaHeHue

Relow 23 °C. / TIpw TeMnepaType #e Runme 2.9 °C

18 Shelf life / Cpok rognoctn

2 years / 2 roza

each 20th batch, or for one batch in a year whichever is earlier.
* [IpH BLINYcKe TEKAPCTBEHHOTO MpenapaTa KOHTPOJbL KayecTBa no nokasaresio «Mlukpobnonornyeckast
YHCTOTa» NPOBOAHTCH AN Kaxaoii 20-0if cepHH, HIH /15 OAHOIT cepUN B rofl, B 3aBHCHMOCTH OT TOro, YTO

HACTYNNUT paHbIe,

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

Remarks: The Product conforms to ND/
Ipumeuanue: llpoaykr cooTsercTBYeT TpeboBanusam HJT

Conclusion: APPROVED /
Zaxkmouenue: OJJOBPEHO

Prepared by /
IToproroeneHo: Santosh
Kumar Maurya _@LL‘

Checked by /
Ilposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpero: Menemadp / PykoBonurens
Abhishek Chauhan |

Reprint Date /
Jara: 25.09.2023

Reprint Date /
Hata: 25.09.2023

Reprint Date /
Hara: 25.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1584PLC0O04507

www.drreddys.com



Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS
 CEPTHO®UKAT AHAJIHA3A

Dr. Reddy's Laboratories Ltd,
Formufation 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

poaykr: Keropon® Sxcnpecc (keToponak) TabreTku, JucneprupyeMble B nomoctd pra, 10 mr
poay pryp

Batch No / 1 V2301874 Batch Quantity / : 3600000 tab /
Cepusn Ne O6neM cepHu 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / + 25.09.2023
AnpaauTHdYeckHuit orger Ne JlaTa aHanunza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Hara npox3BoAcTBa I'open xo

Analysis performed according ND / Ananus nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmeHenne Nel ot

27.12.2021, usmenernue Ne2 or 11.11.2022)

Page 8 of 8 /C1p. 8u3 8

API name / HaumeHoBanne ADOC:

Ketorolac tromethamine / Ketoponaka

TPOMETAMHH

Homep cepun cy6eTanuun npoussoaurens IJIP:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /

Homep cepni nponsseautens AQC: LI

FP Manufacturer API Batch number / FEQA00433

API Manufactured by & country /
IIpoussoautens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Peqnu'c JTaboparopuc Jita., Muaus

Remarks: The Product conforms to ND/
IIpumeuanue: HpomykT cooTBeTCTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3axarouenune: OJJOBPEHO

Prepared by /
IToarorosneHo: Santosh

Kumar Maurya %{_

Checked by / Approved

ITpoBepeno: Pardeep Kumar

Lo

Opnobpeno: Menemep/ Pykopoaurenb
Abhishek Chauhan
—

by: Manager/Executive /

Reprint Date /
JlaTa: 25.09.2023

Reprint Date /
Iata: 25.09.2023

Reprint Date /
Iara: 25.09.2023

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: L85195AP1581PLCO0A507
www.drreddys.ccm




