Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 2G5, INDIA
Tel - +91 98166 56001-02

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

ProauCt: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoldykr: Ketopon® Dkcnpecc (keToposiak) TableTky, AMCTIEprHpyeMble B MOJIOCTH pTa, 10 mMr

BatchNo/ : V2401622 Batch Quantity / : 3600000 tab /
Cep¥a Ne Oo0nem cepun 3600000 Tab
Analytical Report No / : 040002630144 Date of Analysis / : 28.08.2024
Ana HTHYeCKHH oTueT No Jarta aHann3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npou3BoacTaa I'open xo

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

Page1 of 8§ /Crp. 1 u3 8

No

V®-cniexktpodoromMeTpus

No Test / [lokazaTesnb Results / Pe3ynbraTsl 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. / Kpyraete, mnockde | Kpyrmnele, miockue Tabnetku ¢ packoi,
TabMeTkn ¢ (ackoif, CBETIO- | CBETNO-XKENTOro LBeTa C PaBUPOBKOH
XKEJNTOrO LiBeTa ¢ IpaBUpOBKON | «l» Ha omHOH cTOpOHE.
«I» Ha OIHOH CTOpOHE.
2 Identification / [ToxuHHOCTB -
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
MOTIOLIEHUsT HCITBITYEMOrO pacTBopa U
pacTBopa  CTaHAapTHoro  obpasia
KETOpONaka TPOMETaMHUHA  JOJIKHbI
VMETh MaKCUMYMbl NIpH OAHOH U TOH XKe
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: [Iponykr coorBercTBYeT TpeboBaHuIM HJI

Conclusion: APPR
3akmouenne: OJIOBPEHO

VED /

Jara: 28.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneHo: Pravesh Rana | Iposepeno: Santosh Kumar | Onobpeno: Menesskdp / Pykosogurens
/ Maurya @ Abhishek Chauhan | (\
/ — i
Reprint Date / Reprint Date / Reprint Date /

Jlara: 28.08.2024

Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



® Dr. Reddy's Laborateries Ltd.
@ Formulaticn Unit-6
Dr. Reddy’s Q‘.. Vill. Khol, Nalagarh Road, Baddi,
® Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpodykr: Kertopon® Dkcnpece (KeToposiak) TabaeTKy, AUCIEPrUpyeMble B IIOJOCTH pTa, 10 Mr

Batch No / : V2401622 Batch Quantity / : 3600000 tab /
Cepaian Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002630144 Date of Analysis / : 28.08.2024
AHaJluTHYeCKHil 0T4eT Ne Jata anannsa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jdara npousBoacTea T'ozen no

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

Page2 of 8/ Crp. 2 u3 8

No

o Test / Iloka3aTennb Results / PesynbTaTh! Specification / Hopma

b) By HPLC/B32XX 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  ynepKuBaHHA
OCHOBHOTO THMKa Ha XpOMaToOrpaMme
HCIILITYEMOrO  pacTBOpa  AOJIKHO
COOTBETCTBOBATh BpEMEHH
yOep)KHUBaHHs OCHOBHOrO IHUKa Ha
XpoMmarorpamme pacTBopa
CTaHJapTHOrO o0pa3la KeTopoJiaka
TpOMeTaMHHa (pazmen
«KoJM4ecTBeHHOE ONpeeTIeHHE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoxykr cooTBercTBYeT TpeboBaHuaM HJT 3akawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managé¢}/Executive /
[lonroroBneHo: Pravcs?‘Rana [TporepeHo: Santosh Kumar | Onobpeno: Menemskep / PyxoBoaguresns

Maurya @(_ Abhishek Chauhan ( {

Reprint Date / Reprint Date / Reprint Date /
Hara: 28.08.2024 Jlara: 28.08.2024 Hata: 28.08.2024

Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, Telanganae, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@direddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries Ltd.

Formulaticn Unit-6

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

CEPTUOPHUKAT AHAJIHU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkcnpecc (keroponak) TabneTky, UCeprupyembie B MOJIOCTH pTa, 10 Mr

Batch No / : V2401622 Batch Quantity / : 3600000 tab /
Cepus Ne O0neM cepun 3600000 Tab
Analytical Report No / : 040002630144 Date of Analysis / : 28.08.2024
AnaJluTHYeckHii oTyeT Ne JlaTa ananusa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jdara npoussoacrea T'onen o

Analysis performed according ND / Auanus nposexen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30of 8/ Crp. 3 n3 8

Jl:.o . Test / [TokazaTennb Results / Pe3ynpTathl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloaJIMHHOCTL butylhydroxyanisole peaks on the
OYTHArHAPOKCHAHH30] 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 yzaepxuBaHus
MUKOB  2-OyTUNTHAPOKCHAHH30IA U
3-0yTWITHAPOKCHaHU30J1a Ha
XpoMaTorpamme HCTIBITYEMOT0
pacTBOpa OOJDKHBl COOTBETCTBOBAThH

BpEeMEeHaM YIEpKUBAHHS MMKOB
2-0yTUNruApoOKCUaHU30/1a U
3-0yTWIrHAPOKCHAHU301a Ha
XpoMarorpamme pacTeopa
CTaHJApTHOTO obpasua
OyTHUNTHUAPOKCUAHH3O0IIA (pa3nen
«CognepxaHue

OYTWITMAPOKCHAHU30TIa»).

mMacca

4 Average weight / Cpeansst

70.2 mg /70.2 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr o 72,8 mMr (70,0 Mr + 4,0 %).

Conclusion: APPROVED /
3aknawyenne: OJOBPEHO

Remarks: The Product conforms to ND/
Ilpumeuanue: Ilponykr coorBeTcTBYeT TpeboBanusm HJT

Prepared by / Checked by / Approved by: Managg¢r/Executive /
HonrotosneHo: Pravesh Rana | Ilposepero: Santosh Kumar | Onobpeno: Menemwikep / Pykosonutens
/S Maurya fi’}_ Abhishek Chauhan |
(W
Reprint Date / Reprint Date / Reprint Date / '
Jlara: 28.08.2024 Jara: 28.08.2024 Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries td.
Formulaticn Unit-6

Vili. Khol, Malagarh Road, Badd)j,
Distt. Solan, H.P,, 173 2G5, INDIA
Tel: +91 98166 56001-02

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Ketopon™ Okcnpece (ketoposak) TabiieTky, AUCIEprupyeMble B OJOCTH pTa, 10 mr

Batch No / : V2401622 Batch Quantity / : 3600000 tab /
Cep s Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002630144 Date of Analysis / : 28.08.2024
AHaJuTHUYecKHH 0T4eT Ne Jdara anaanza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTta npon3poacTea I'open no

Analysis performed according ND / Ananu3 nposegen mo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8 /Crp. 4 u3 8

‘]1:.00 Test / [Toka3aTennb Results / Peaynbratsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OAaHOPOIHOCTL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Oonee + 10 %
2/20 Tabnerox — He Gonee + 20 %

5 Disintegration time / 00 min 30 sec / 00 mun 30 cek Not more than 3 min / He 6onee 3 Mmun
Pacnagaemocth

6 Dissolution / PacTeopeHne Unit-1/ Tabn-1 109% Not less than 75% (Q) of

. C1sHi3sNO3*C4H1NO; (ketorolac
_ o,
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 100% 75%  (Q)  CisHisNO3*CsHINO;
) . (xeToponaka  TpoMeTaMHH)  4epe3
Unit-4 / Tabn-4 98% 15 MuH
Unit-5 / Tabn-5 104%
Unit-6 / Tabn-6 104%

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

JucnepcHocTb 710 pm sieve is formed. / O6pasyercs
ONHOPOJHAS CYCNEH3Ms, NPOXOASIIas
CKBO3b CHTO C pPa3MEpPOM OTBEPCTHIA
710 MKM.

Remarks: The Product conforms to ND/
ITpumeuanwue: IlpoaykT cooTseTcTBYET Tpebopanusm HJJ

Conclusion: APPROVED /
3axawuenne: OJOBPPEHO

Hara: 28.08.2024

Prepared by / Checked by / Approved by: Managgr/Executive /
[TonrorosneHo: Praveﬁh Rana | IIposepeno: Santosh Kumar | OnobpeHo: Menewkdp / PykoBoauTesns
A Maurya ({ 33 Abhishek Chauhan z
7 o — -
Reprint Date / Reprint Date / Reprint Date /

JlaTta: 28.08.2024

Jara: 28.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Fiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com

CIN: L85195AP1984PLCD0O4507
www.drreddys.com




Dr.Reddy’s “!’

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Dr. Reddy's Laboratcries iLtd.
Formulaticn 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
IIpoaykr: Keropon™ Okcnpece (keToposak) TabeTky, AUCIIEPrUpyeMbIe B MOJIOCTH pta, 10 mr

Batch No / : V2401622 Batch Quantity / : 3600000 tab /
Cepiis Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002630144 Date of Analysis / : 28.08.2024
AHaJluTHYecKui oTuer No JlaTa aHajausa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jata nponssoncrsa Togen no

Analysis performed according ND / Ananun3s nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 50f 8/ Crp.Sus 8

8 Related impurities / PoacTBeHHbIe NpuMecH

1-runpokcnanaior
KeToponaka

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

1-keToaHanor KeTOpOJiaka

eAMHUY Has
HeuzneHTHGUINPOBaHHAs
IpuMech

Any unidentified impurity /

Below LOQ (LOQ = 0.0032 %) /
Huxe npe/iena KOJMIECTBEHHOTO
onpeneneuuns (ITKO = 0.0032 %)

0.06%

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

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

0.01%

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

Total impurities /
Cymma npumecei

0.1%

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

9 Water / Boaa

3.0%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbIe OPpraHHYecKue pacTBOPUTENH

Isopropyl alcohol /
Hzonponanon

8 pg/tab/
8 MKr B TabieTke

Not more than 350 pg/tab /
He 6oinee 350 Mxr B TabieTke

Remarks: The Product conforms to ND/
[Tpumeuanue: IpogykT coorBeTcTBYeT TpeboBaHuaM HJJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Jlata: 28.08.2024

Jlata: 28.08.2024

Prepared by / Checked by / Approved by: Managej/Executive /

Hoxarorosnero: Pravesh Rana | Tlposepeno: Santosh Kumar | Ono6peno: Menemxkey] / PykoBonutens
L Maurya o i Abhishek Chauhan |

Reprint Date / Reprint Date / Reprint Date / |

Jlata: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telaingana, India
Tel: +91 40 4900C 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'

Dr. Reddy's Laborateries (td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipedykr: Keropon™ Dkenpecce (keToponak) TabaeTKH, AUCTIEPrUpyeMble B NOJIOCTH pTa, 10 Mr

Batch No / 1 V2401622 Batch Quantity / : 3600000 tab /
Cepaa Ne O06bemM cepHH 3600000 Tab
Analytical Report No / : 040002630144 Date of Analysis / : 28.08.2024
Ana JluTHUYECKHI oT4yeT No JlaTa ananuza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Hdara npon3BoacTsa I'onen no

Analysis performed according ND / Anann3s nporeaen no H/I;
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / C1p. 6 3 8

11 Microbial enumeration tests / Mukpo6uoJsioruyeckasi uuctora*

Count / O6uee yucno
a3pOOHBIX MUKPO-

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /

He 60onee 1000 KOE/r

OpraH13MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61iee He 6onee 100 KOE/T
YUCTO APONOKEBBIX U

TUIECHEBBIX IPHOOB

¢) Escherichia Coli NA Shell be absent in 1 gram /

OrtcytcTtBUe B 1 T

12 | Uniformity of dosage units / 2.9 Acceptance value (AV) not more than
OnHopoaHoOCTB 15.0 / IIpuemouHoe 3Ha4eHue (AV) He
J03HPOBaHUS 6onee 15,0.

13 Assay / KonnyecTBeHHOE 10.0 mg / 10.0 Mr From 90mg to 11.0mg of
onpeaeneHne (99.6 %) CisHi3NO3*C4H 1 NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
a0 1 1,0 M C15H13NO3°C4H1 1NO3
(xetoponaka tpometamuH) (ot 90,0 no
110,0 % oT 3aABIIEHHOTO KOJIMYECTBA) B

Tabnerke
14 | Butylhydroxyanisole 0.0941 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0941 mr B TabneTke He menee 0,042 Mr B TabneTke
Oy THNTUAPOKCHAHN30/1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanusam HJJ 3axmouenne: OJJOBPPEHO
Prepared by / Checked by / Approved by: Manag r/Executive /
[MoarorosneHo: Pravesh Rana | IIposepeno: Santosﬁumar OnobpeHo: Menemxkep / Pykosoaurens
A Maurya (g Abhishek Chauhan J
/
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.08.2024 Jlara: 28.08.2024 Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel:

+91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@direddys.com
CIN: L85195AP1984PLCONA507
wwwedrreddys.com



Dr. Reddy's Laborateries td.
@ Formulaticn Unii-6
Dr. Reddy’s '.. Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P,, 173 205, INDIA
CEPTUOPUKAT AHAJIM3A www.drreddys.com

ProJﬁ?E Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
INpodykr: Keropon® Dkenpece (keToponak) TabneTku, AMCeprupyembie B MOJIOCTH PTa, 10 mr

Batch No/ : V2401622 Batch Quantity / : 3600000 tab /
Cepnn Ne Oobbem cepuu 3600000 Tab
Analytical Report No / : 040002630144 Date of Analysis / : 28.08.2024
AnaJurndeckHii oTuet Ne Jlara aHaauza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaT2a mponsBoacrea T'onen go

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

Page 7 of 8/ Ctp. 7u3 8
15 | Package/ YnaxoBka 10 tablets in a blister of | 10 tabletsin ablister 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 | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | TaBnetok B 6aucrepe u3 (IMA/AJITID ¢
pack. / ITo 10 Tabnerok B | Brnaromornorurenem/II9BII) donbru //
omucrepe u3  ([TA/AJV/TID ¢ | (IT2/AJI) doneru. [o 1 unu 2 6nucTepa
srnaronorioturesieM/[12BII) C MHCTpYKUMEHd 10 NPUMEHEHHIO B
donwry // (I13/AJI) doneru. Mo | mauky KapTOHHYIO.
2 Gaucrepa ¢ MHCTpYKIuMeH mo

APHMEHEHHIO B navyKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B coorBeTctBuu ¢ H]T

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

Xpanenue

18 Shelf life / Cpok roaHocTu 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 BINYCKe JIEKAPCTBEHHOTO NpenapaTa KOHTPOJIs Ka4ecTBa Mo NnokasaTtelo «Mukpobuosioruyeckasi
YHCTOTA» NMPOBOAUTCS AJIsT KAXKA0i 20-0i cepHUN, WM AJIsl ONHOMH CepUM B Iol, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNHT paHbLIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanusam HJI 3axnrouyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoarorosneHo: Pravesh Rana | ITposepeno: Santosh Kumar | Onobpeno: Menemiep / Pykosoputensb
y Maurya K Abhishek Chauhan | X
I3 e A
Reprint Date / ' Reprint Date / Reprint Date / !
Jara: 28.08.2024 Hara: 28.08.2024 Mara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mai!@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF

ANALYSIS

CEPTHOUKAT AHATH3A

Dr. Reddy’s Laborateries Ltd.
Formulaticn Unit-6

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56C01-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” Dkenpece (keroponak) TabNeTKH, AHCHEPIHPYEMBIC B IIOJIOCTH PTa, 10 mr

Batch No / 1 V2401622 Batch Quantity / : 3600000 tab/
Cepta Ne O0beM cepun 3600000 Tab
Analytical Report No / : 040002630144 Date of Analysis / : 28.08.2024
AHa JuTHYeCKHi oTueT No JlaTa aHajam3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTAa npousBoAcTBa T'open no

Analysis performed according ND / Ananu3s nposegen no HJU:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of § / C1p. 8 u3 8

APIname / Haumenosanune A®C:

Ketorolac tromethamine / KeToponaxa

TPOMETaMHUH

INN/ MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun nponisoantens AQC:

ABRHO004346, ABRH004779

FP Manufacturer API Batch number /
Homep cepnu cy6cTanuuu npoussoautes [JID:

FERA00297, FERA00298

API Manufactured by & country /
Ipoussoautens ADC, crpana:

Dr. Reddy's

J-p Pemnu'c JlaGoparopuc JIta., Muonst

Laboratories Ltd., India /

Remarks: The Product conforms to ND/
ITpumeuanue: [IpogykT coorseTcTByeT Tpebosanusm HI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IToaroroeneHo: Pravesh Rana

4 Maurya

&

i

IMposepeno: Santosh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemigp / PykoBoaurens
Abhishek Chauhan l

Reprint Date /
Hara: 28.08.2024

Reprint Date /
Jata: 28.08.2024

Reprint Date / ‘
Hara: 28.08.2024

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@drreddys.com
CIN: £85195AP1984PLCO04A507

www.drreddy

£.com



