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CERTIFICATE OF ANALYSIS '/ loniens

CEPTHOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkenpecc (keroponak) TabneTku, Avcneprupyemble B monocTy pra, 10 mr

Batch No / : V2400406 Batch Quantity / : 3600000 tab /
Cepust Ne Ob0bem cepun 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AHanuTHYEeCKHH oT4yeT Ne JlaTa anann3za

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa NpoM3BOACTBA i'omen no

Analysis performed according ND / Ananns nposeaen mo HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, uzamenenne Ne2 ot 11.11.2022)

Page 1 of 8/ Crp. 1 u3 8

No . .

No Test / [TokazaTeab Results / Pesynbratsl 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. / Kpyrneie, mnnockue | Kpyrasle, niockue tadnetku ¢ dackoii,
TabneTkn ¢ (ackoi, CBETJIO- | CBETO-XENTOro LBETa C IPaBHPOBKOIl
JKEJITOrO LIBETA C IPaBHUPOBKOHM | «l» HA OJHOMH CTOpPOHE.
«l» Ha oziHOl cTOpOHE.

2 Identification / [TomTHHHOCTE

Ketorolac / Kemoponak

a) ByUVv/
Y®-cnektpodoToMeTpUs

Complies / CoorBercTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
MOTJIOLIEHHS HCIIBITYEMOIO PacTBOpa U
pacTBopa  CTaHOapTHOro  oOpasua
KeTopoJlaka TpPOMETaMHHa  JOJDKHbBI
HMETh MaKCUMYMBI [IPH OHO U TO¥1 ke
JUIHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/

ITpumenanne: [1poaykr cooteercTByeT TpeboBanusm HJ|

Conclusion: APPROVED /
3axaruenne: OJOBPEHO

Prepared by /
[Moarorosneno: Nitin Sharma

3

Checked by /
[IpoeepeHo: Say1 Kumar

Maurya <y -

Approved by: Mannggr/Exceutive /
OpnobpeHo: Menemkgp / PykopoauTeis
Abhishek Chauhan ;

Reprint Date/

Jlara: 29.03.2024

Reprint Date /
Jara: 29.03.2024

| !

Reprint Date /
Jara: 29.03.2024
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CERTIFICATE OF ANALYSIS

Dr. Reddly's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,

Disti. Solan, H.P., 173 205, IND|A
Tel : +491 93166 56001-02

CEPTUOPHKAT AHAJIM3A

wwwdrreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkcnpece (keToponak) TabneTku, AUCIeprupyeMble B NonocTy pra, 10 mr

Batch No / : V2400406 Batch Quantity / : 3600000 tab /
Cepus Ne - O0nem cepun 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AHaauTHYECKHI oTueT No JlaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npounssojacTea Topen pno

Analysis performed according ND / Ananus npoBegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or
27.12.2021, usmenenne Ne2 or 11.11.2022)

Page2 of 8 /C1p. 2 u3 8

No

No Test / [Toxa3zaTennb

Results / Pe3ynbraThl

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). / BpeMms ynepXUBaHUA
OCHOBHOTO MMHKa Ha XpOMaTorpamme
UCTIBITYEMOTO  pacTBopa  JOJIKHO
COOTBETCTBOBATh BpPEMEHH
yIep)KHBaHMA OCHOBHOTO TIHKA Ha
XpoMaTtorpaMme pacTBopa
CTaHIapTHOIO KETOpOJIaKa
TpOMETaMHHa (pazmen
«KonuuecTBeHHOE ONPENEITICHUEY).

obpasua

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykr coorBeTcTBYeT TpeboranusM HJT

Conclusion: APPROVED /
3axkiarwouenune: OJJOBPEHO

Prcpared by /
IToarorosneno: Nitin Sharma

Checked by /
IlpoBepeno: Santosh Kumar
Maurya ( f‘\

e .

Approved by: Manag¢r/Exccutive /
OpnobpeHo: Menemx
Abhishek Chauhan

/ Pyl-:osc)fm"enb

il
Reprint Date /

Jara: 29.03.2024

Reprint Date /
Hara: 29.03.2024

Reprint Date /
Hara: 29.03.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +63 40 4500 29€9, Email: mail@idrreddys,com

CIN: LS5195AP1984PLCO04507
www, drreddys.com
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CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratorias L.
Formulation Unit-6

Vill. #hol, Malagarh Road, Baddij,
Dizit. Solan, H.P, 173 205, INDIA

Tl +91 45166 56001-02

CEPTUDUKAT AHAJIN3A

wyve drreddys.corn

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkcnpecc (keToposak) TableTKH, AUCIIEprUpyeMbie B MOoNocTH pTa, 10 mr

Batch No / 1 V2400406 Batch Quantity / : 3600000 tab /
Cepusa Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AHanuTHYeckHil oTuer Ne Jara anaiu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jdara npon3BoacTBa Tonen no

Analysis performed according ND / Anann3s nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, usmenenne Ne2 or 11.11.2022)

Page3 of 8/ Crp-3 u3 8

;Ibo Test / [lokazaTean Results / Pe3ynbTats Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INoanuHHOCTD butylhydroxyanisole peaks on the
Oy TUJITMAPOKCHAHHU30]1 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 yHnepKUBaHUA
NUKOB  2-GYTHITHAPOKCHAHM30NA H
3-0yTUNTHAPOKCHAHU301A Ha
XpOMaTorpamMmMe HCIIBITYEMOTO
pacTBOopa JOJDKHBI COOTBETCTBOBATh
BpeMEHaM  YIEPKUBAHUA MTHKOB
2-6yTHITUNPOKCHAHH30JIA u
3-6yTHIATHOPOKCUAHH301a Ha
XpoMaTorpamMme pacTBoOpa
CTaHAapPTHOTO obpasia
OYTUITMAPOKCUAHN30JIa (pazgen
«ConepxaHre
OYTHITUAPOKCHAHU30TIAN).
4 Average weight / Cpennsas 71.1mg/71.1 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr o 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanne: IIponykT cooTBercTByeT Tpebosanuam HJI 3akmouenne: OJOBPEHO
Preparcd by / Checked by / Approved by: Managey/Exceutive /
HoaroroeneHo: Nitin Sharma | [Tposepeno: Santosh Kumar | Onobpeno: Menemxe / Pykosoaurens
Ty/ Maurya é", Abhishek Chauhan J
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.03.2024 Jara: 29.03.2024 Hara: 29.03.2024

Registered Offi

ce: 3-2-3

37, Road No. 3, Banjara Hills, Hyderabaa - 5000
Tel #9150 41900 2800, Fax, =91 40 4900 2929, Email: mail@d

Telangana, India

VRSO

CIN: LEH L5 AP1R8EPLIONA507

v, drreddys.cam




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

@e
DI'. Reddy,s q_... Vill. ¥hol, Nalagarh Road, Badi¢t,

Distt, Solan, H.P,, 173 205, INDia

CERTIFICATE OF ANALYSIS " jl S
CEPTUOUKAT AHAJIM3A M IR TTE GO

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkenpece (keToponak) TabneTky, AUceprupyemsie 8 onocTH pra, 10 mr

Batch No / : V2400406 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / + 040002470313 Date of Analysis / : 29.03.2024
AHaJIHTHYECKUH oT4eT Ne JlaTa anaan3za

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npon3BoACTBA Tonen no

Analysis performed according ND / Ananus nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot
27.12.2021, usmenenne No2 or 11.11.2022)

Page 4 of 8/ C1p. 4 u3 8

;I.oo Test / [TokazaTenb Results / Pe3ynbraTsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOJHOCTH MacChl 2/20 tablets - not more than £ 20 % /

18/20 Ttabnetok — He 6Gonee +10 %
2/20 Tabnerok — He Gonee + 20 %

5 Disintegration time / 00 min 24 sec / 00 MmuH 24 cex Not more than 3 min / He 6oee 3 mun
Pacnagaemoctsb

6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 105% Not less than 75% (Q) of

. Ci1sH;3NO3*C4H11NOs (ketorolac
Unit-2 / Ta6i-2 106% tromethamine) in 15 min / He Menee
Unit-3 / Ta6-3 104% 75% (Q)  CisHisNOs3*C4H1NO;

) (keToponaka  TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 104% 15 Mus
Unit-5 / Ta6n-5 104%

Unit-6 / Ta6n-6 104%

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

JAucnepcHocTh 710 um sieve is formed. / Obpa3syercs
OQHOPOIHAS CYCIEH3MsA, INPOXOAsLLast
CKBO3b CHTO C pasMepoM OTBEpCTHil
710 MKM.

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

Tpumeuanue: [TponykT coorBeTcTBYyeT TpeboBanuam HJI 3axnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Hxecutive /

Ioarotoeneno: Nitin Sharma _| ITposepeno: Santosh Kumar | Ono6peno: Menenzxep /[Pyxosoagreins

Maurya % Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jata: 29.03.2024 Hata: 29.03.2024 Hata: 29.03.2024

Registered Office: 8-2-327, Road No, 3, Banjara Hills, Hyderakad - 500024, Telangana, Indiz
Tel: +91 40 4900 2600, Fax: =41 40 4900 2959, Email: mailiedrreddys.com
CIN: L35195AP193:PLCOOASOT
www. drreddys.com




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

[ 1)
Dl'. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddj,

Distt. Soian, H.P., 173 205, INDMA

CERTIFICATE OF ANALYSIS el <91 92166 5600102
CEPTHUOUKAT AHAJIV3A wny.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™® Dkcenpecc (keToposak) TabNeTkH, JUcIeprupyeMble B MOJOCTH pra, 10 Mr

Batch No / : V2400406 Batch Quantity / : 3600000 tab /
Cepus Ne O61em cepuu 3600000 tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AuanaTHYecKHi oT4eT Ne JarTa aHanu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npousBogcTBa Topnen no

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

Page S of 8 /Crp. Smu3 8

8 Related impurities / PoacTBeHHble npuMecH

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

1-ruppokcuaHanor Hwxe nipenena obuapyxenns (110 =
KeTopoJlaKa 0.0010%)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaNOT KeTopoaka 0.07 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAS
HeuaeHTH UM POBaHHAS 0.01 %
NpUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMma npumecei
9 Water / Bona 2.5% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHu4ecKHe pacTBOPUTENH

Isopropyl alcohol / 13 pg/tab/ Not more than 350 pg/tab /
W3zonponanon 13 Mxkr B Tabrerke He 6onee 350 mkr B Tabnetke
Remarks: The Product conforms to ND/ Conclusion; APPROVED /
ITpumeyanue: [IponykT coorseTcTBYET TpeboBanuam HJI 3akmouenne: OJOBPEHO
Prepared by / Checled by / Approved hy: Manager/Fxeentive /
IToxroroeneno: Nitin Sharma | IIpoeepeno: Santosh Kumar | Onobpeno: Menemkep// Pykogoaurens
/n Maurya Abhishek Chauhan
Reprint Date / - Reprint Date / Reprint Date /
JHara: 29.03.2024 Jlara: 29.03.2024 Jara: 29.03.2024

Registered Office: 8-2-337, Read No. 2, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tol; 401 40 4600 2900, Fax: 491 40 4920 2999, Email: mail@drreddys.com
CIN: LEE195AP1934PLCO04507
www.drreddys.cam




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 1 +91 98166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® 3xcpecc (keToponak) TabiaeTKH, UCIeprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400406 Batch Quantity / : 3600000 tab /
Cepns Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AHANHTHYECKHI 0TUeT No Jara ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JaTta nponsBoacTsea Togen oo

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

JII1-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / MukpoGuosornyeckast Yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1uee yucio He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1uee He 6onee 100 KOE/r
YHCIIO OPOMOKEBBIX U
IUIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBUe B 1 T
12 Uniformity of dosage units / 5.1 Acceptance value (AV) not more than
OaHOpOAHOCTH 15.0 / IIpuemounoe 3HaueHue (AV) He
N03MpPOBaHHUS 6onee 15,0.
13 | Assay/ KoauyecTBeHHOe 10.2 mg/ 10.2mr From 90mg to 11.0mg of
onpenesieHne (102.0 %) C1sH13NO3+C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
p1(o] 1 1,0 Mr C15H13N03'C4H11NO3
(xetopomaka TpoMeramuH) (ot 90,0 no
110,0 % OT 3a9BJIEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.1000 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.1000 mr B Tabnetke He menee 0,042 Mr B TabneTke
Oy THIATUAPOKCHAHM30J1A

Remarks: The Product conforms to ND/
ITpumeuanune: [Iponyxr coorBercTByeT Tpebosanusm HJL

Conclusion: APPROVED /
3axnwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manageg/LExecutive /

IMoarorosneno: Nitin Sharma | Ilposepeno: Santosh-Kumar | Onobpeno: Menemxep / PykoppanTeib
\/_Q/ Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jarta: 29.03.2024 Jara: 29.03.2024 Jlara: 29.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: maii@drreddys,com

CIN: L85195AP1984PLCO04507
wiyw. drreddys.com




Dr. Reddy's Laboratories td
Formulation Unit-6

@e
Dro Reddy,s ‘.... Vill. Khol, Nalagarh Read, Baddj,

Distt. Solan, H.P.,, 173 205, INDiA
Tel 1 +91 93166 56001-02
wyswv drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkenpece (keToponak) Tabnerky, aucneprupyemsie 8 nonocty pra, 10 Mr

Batch No / : V2400406 Batch Quantity / : 3600000 tab /
Cepusa Ne O0nem cepun 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AnanuTHyeckHii oTueT No JlaTa ananuza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npou3BoacTBA Toxen mo

Analysis performed according ND / Anann3s nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ u3menenne Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 7 of 8 /C1p. 713 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leallet in a carton pack. / ITo 10
information leaflet in a carton | Ta6nerok B 6auctepe u3 (ITA/AJIU/TID ¢
pack. / Ilo 10 Ttabmerok B | Buaromornorurenem/I[I3BII) doneru //
Onucrepe w3 (IIA/AJ/II3 ¢ | (IIS/AJ) donsru. Ilo 1 nnu 2 6ancTepa
Bnaronornorurenem/I13BIT) ¢ VHCTPYKLHEH MO NpUMEHEHHMIO B
donsru // (II3/AJT) donsru. ITo | nmauky KapTOHHYIO.
2 6nmucrepa ¢ MHCTPYKLHUEH [1O

NPHUMEHEHHIO B naiKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootercTBun ¢ HJ{

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbile 25 °C.

XpaHenue

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 NPenapaTa KOHTPOJIb KadyecTBa N0 nokasaTtesio «MuKpoOHoornyecKkast
YHCTOTA» MPOBOAUTCS AN Kaxkaoii 20-0ii cepuH, Wy Uit O HOH CEPHH B IO, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNHUT paHblle.

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

IMpumeyanne: IpoaykT coorsercTByeT Tpebopanusm HJI 3axmouenne: OJJOBPEHO

Prepared hy / Checked hy / Approved hy: Manager{Executive /

IMoaroroeneno: Nitin Sharma | Iposepeno: Santosh Kumar | Onobpeno: Menemkep ) Pykogonutens
‘62 it Maurya @_ Abhishek Chauhan ;

Reprint Date / Reprint Date / Reprint Date /

JHara: 29.03.2024 Jara: 29.03.2024 JlaTa: 29.03.2024

Resistered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +981 40 4900 2999, Email: mail@direddys.com
CIN: LS5195AP1984PLCC0O4507
www.drreddys.com




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Malagarh Road, Badcij,

Distt. Solan, H.P, 173 205, IND A

Tel: +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

wes drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Sxenpecc (keToposak) TabneTku, AMCIieprupyemble B NOJI0CTH pra, 10 Mr

Batch No / 1 V2400406 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepuu 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AHajnuTHYeCKHI oTueT No JlaTa anajan3za

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JaTa npoH3BoACTBA Togen 10

Analysis performed according ND / Anann3s nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel or

27.12.2021, namenenune Ne2 ot 11.11.2022)

Page 8 of 8 /CTp- 8 13 8

API name / Haumenosanue A®C:

Ketorolac tromethamine / KeToponaka

Homep cepuu cy6etanunu npoussoantens I'JId:

TpOMETaMUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepuun npoussoaurenss APC: ABQH006728
FP Manufacturer API Batch number / FEQAO00571

API Manufactured by & country /
IIpousBoauteas ADC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c JlaGoparopuc JIta., Muams

Remarks: The Product conforms to ND/

[Mpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanmam HJI

Conclusion: APPROVED /
3akawuenne: OJOBPENO

Prepared by / Checked by /

IMoaroroeneno: Nitin Sharma
Maurya

il 2

[posepeno: Santosh Kumar

Approved by: Manager/Exgcutive /
Onobpeno: Menemxep / Pykosonufens
Abhishek Chauhan

Reprint Date /
Jara: 29.03.2024

Reprint Date /
Jara: 29.03.2024

Reprint Date /
Hara: 29.03.2024

Registered Oriice: 8

fal: +91 40 4

CIN: L8E195AP1I9R4PLEDDSS0Y
wwwdrraddys.cem

237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, lndia
) 7O00, Fax: 491 40 4900 2929, Email: mail@drieddys.com




