Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories | tq.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Sclan, H.P, 173 205, INDIA
Tel : +31 98166 56001-02

CEPTH®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketoposn™ Dxenpece (keroponak) TabieTks, AHCHEPrHpYeMbIe B MOJOCTH pra, 10 Mr

Batch No / : V2400980 Batch Quantity / : 3600000 tab /
Cepua Ne Oonem cepun 3600000 Tab
Analytical Report No / : 040002560978 Date of Analysis / : 15.06.2024
AHAJTHTHYECKHI oTueT Ne Jara ananunza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa NpoH3BOACTBA I'open no

Analysis performed according ND / Auanu3 nposener mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of 8 /Crp. 1 u3 8

No

No Test / IToxa3arens

Results / Pe3ynsTtaTel

Specification / Hopma

1 Description / Onucaaue

Light yellow round flat beveled
tablets with "|* debossed on one
side. / Kpyrable, miockue
Tabnetkn c ¢ackoii, cBeTIO-
KEJNTOro LBETa C IPaBHPOBKOH
«l» Ha omHoi cTOpOHeE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrasle, rwiockue TabneTku ¢ gackoi,
CBET0-XENTOrO UBETa C IpaBUPOBKOMH
«I» Ha OIHOW CTOpOHE.

2 Identification / TTomMHHOCTS

Ketoroiac / Kemoponax

a) ByuUv/
Yd-cnekrpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks al the same
wavelength (= 2nm). / Y®-cneKkTpsl
TIOrNIOLIEHHS MCTBITYEMOTO PacTBOpa U
pacTeopa  craHaaptHoro  ofpasua
KETOponaka TpOMETaMHHa JOJDKHEI
HMETh MAKCHMYMBI TIPH OAHOM U TOM ke
JUTHHE BONHBI (+ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeyanue: Ilponyxrt cooteeTcTRYeT TpeboBaHusM HJ

Conclusion: APPROVED /
3akmouenne: OMOBPEHO

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

Noxgrorornero: Rama Kant IIposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoanress
W Mautya Maunoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.06.2024 Hara: 15.06.2024 Hara: 15.06.2024

Registered Office: 8-2-337, Road No. 3, Banjarz Hiils, Hyderabad - 500034, Telangana, India
Tel: +$1 43 4900 2900, Fax: +91 40 4900 2959, Ernail; mait@drreddys.com

CIN: L85135AP1984PLCO0A507
waww.direddys.com




Dr.Reddy’s @3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [t+q.
Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa™ Skenpece (keroponak) TablieTks, AHCHSPrHpYEMBIE B HOJIOCTH pTa, 10 Mr

Batch No/ + V2400980 Batch Quantity / : 3600000 tab /
Cepug Ne O0beM cepiin 3600000 1ab
Analytical Report No / : 040002560978 Date of Analysis / : 15.06.2024
AHaJuTHYECKHI 0TYeT No Jarta apannza

Date of Manufacture / : 05/2024 Date of Expiry/ : 04/2026
JlaTa npon3BoacTBa Tosen o

Analysis performed according ND / Ananus npoeenen mo HJI;
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/Crp.2n3 8

No |

N Test / [ToxazaTean

Results / PesynsTatsl

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). / BpeMa yaepXuBaHHA
OCHOBHOTO MHKAa Ha XpOMarorpamMme
HCTIBITYEMOrO  pPacTeopa  JONKHO
COOTBETCTBOBATH BpEMEHH
YOEPXKUBAHHA OCHOBHOLO DNHMKa Ha
XPOMATOrpaMme. pacTeopa
CTaHfapTHOro o6pasua KeToponaka
TpOMEeTaMHHA (paznmen
«KonHiecTBEHHOE ONpeaeTeHueD).

Remarks: The Product conforms to ND/
[Tpumeuanne: Ipoaykr coorsetereyer TpebGoranuam HI{

Conclusion: APPROVED /
3axmiouenue: QJJOBPEHO

Prepared by /
INogrotorneno: Rama Kant

Checked by /
Iposepero: Santosh Kumar

Maurya
L

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoayrelis
Manoj Kumar

Tk
Reprint Date /

Jara: 15.06.2024

Reprinf Date /
Harta: 15.06.2024

Reprint Date /
Hara: 15.06.2024

Registernd Office: 8-2-337, Road No. 2, Banjzra Hills, Hyderabad - 500034, Telangana, India
T2l 451 40 4900 2500, Fax: +51 40 4300 2999, Ernail: mait@drreddys.com

CIN: '85135AP1584PLCDO4507
wnww.drreddys.com




Dr.Reddy’s Qf‘:‘o

CERTIFICATE OF ANALYSIS

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

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

CEPTHUOPHKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon® Skcnpece (keTopoJiak) TabNeTky, A4creprupyemste B 11010cti pra, 10 mr

Batch No / : V2400980 Batch Quantity / : 3600000 tab /
Cepus Ne Obwem cepun 3600000 Tab
Analytical Report No / ; 040002560978 Date of Analysis / : 15.06.2024
AHAJHTHYEeCKHH oTdeT Ne Jara ananH3a

Date of Manufacture / : 05/2024 Date of Expiry / + 04/2026
Jara npoM3BOJCTBA T'oaen o

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

Page30f8/Crp.3 n3 8

No

Ne Test / ITokazaTens

Results / Pe3ynsTaTh

Specification / Hopma

3 Identification
Butylhydroxyanisole /
HoanunHocTe

OYTHArHIPOKCHAHH3ON

Complies / CooTBeTCTBYET

The, retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of the test solution
should correspond by the retention tirnes
to 2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / DBpemena ynepXuUBaHHA
MHKOB  2-6YTHITHAPOKCUAaHU30Ma ¢
3-6yTHArnapoKcHaHu3oNa Ha
XpoMaTorpamMme UCTILITYEMOTO
pacTBopa [OO/KHLI COOTBETCTBOBATH
BpeMEHaM  YNEpXXMBAHUA  IIUKOB
2-6yTWIrHAPOKCUAHH30Ma H
3-6yTHNTMIPOKCHAHN30Ia Ha
XpOMaTorpamme pacTBopa
CTaHAApPTHOIO o6pasua
GyTUITHAPOKCHAHNH30TIA (pazmen
«Conepxanne
6YTHNrMAPOKCHAHU30JIaR).

Average weight / Cpeausia
Macca

68.9 mg / 68.9 Mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot167,2 Mr o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

to ND/

Conclusion: APPROVED /
3axaioueniie: ONOBPEHO

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

TMogrororneHo: Rama Kant Ilpoeepeno: Santosli Kumar | Onobpeso: Menemxep / PykoBoauresns
Maurya & Manoj Kumar :

Reprint Date / Reprint Date / Reprint Date /

Hara; 15.06.2024

Hara: 15.06.2024

Jata: 15.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 463 40 4900 2900, Fax: +91 40 4200 2929, Email: maii@drreddys.com

CIrl: L85135AP1584PLCO04507
www.direddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lty
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CEPTUDUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon™ Brenpece (ketoponak) Tablierku, AHCNEprHpyeMbie B NOJIOCTH pTa, 10 Mr

Batch No / : V2400980 Batch Quantity / : 3600000 tab /
Cepus Ne ' O6nLem cepun 3600000 Tab
Analytical Report No / : 040002560978 Date of Analysis / : 15,06.2024
AHANHTHYCCKAN oT4eT Ne JlaTa aHanu3a

Date of Manufacture / : 05/2024 Date of Expiry/ : 04/2026
JaTa npoM3BoacTBa Topen go

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

OIHOPOAHOCTH MACChI

Page4of 8 /Crp. 4 u3 8
JI:. o Test / IlokasaTenn Results / PeaynpraTsi Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %

2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Gonee + 10 %
2/20 Tabnetok — He 6onee + 20 %

5 Disintegration time /
PacnagpaemocTtnb

01 min 19 sec / 01 muH 19 cek Not more than 3 min / He 6onee 3 Muu

6 Dissolution / PacTBopenne Unit-1/ Tabn-1

Unit-2 / Ta6n-2
Unit-3 / Ta6a-3
Unit4 / Tabn-4

98% Not less than 75% (Q) of
101% C15Hi13NO3+C4H 1NO3 (ketorolac
= tromethamine) in 15 min / He menee
106% 75% (Q)  CisHisNO3*C4H|1NO3

(xeroponaka  TpOMETaMMH)  4epes
101% 15 MuH

IIpumeuanue: [Ipoayxr COOTBETCTBYET Tpeboranusam HJ{

Unit-5 / Tabn-5 100%

Unit-6 / Tabn-6 103%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
AducnepcHocTb 710 pm sieve is formed. / O6pasyerca
ONHOPOZAHAA CYCTEH3Us, NpPOXOMAIIas
CKBO3L CUTO C DasMEpOM OTBEPCTHI

710 MKMm.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3akawuenne: OJJOBPEHO

Prepared by /

TToxrorosneno: Rama Kant

Checked by /

W Maurya (8-

IpoeepeHo: Santosh Kumar | OnoGpero: MeHemwkep / Py.msozurens

Approved by: Manager/Executive /

Manoj Kumar

AL s

Reprint Date /
Hara: 15.06.2024

Reprint Date /
Hata: 15.06.2024

‘Reprint Date /
Hara: 15.06.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 560034, Telangana, India
Tl +61.40 420G 2960, Fays; +51 40 4900 2997 Tmails mait@edrr= iy
CIM: L85135AP1984PLC0DY4507
wyaw.drreddys.com




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labaratories |td_
Formulation Unit-6

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

CEPTHOUKAT AHAJTH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dxenpece (ketoponak) Tabnerky, AucneprupyeMeie B 0onocts pra, 10 mr

Batch No/ : V2400980 Batch Quantity / : 3600000 tab /
Cepuna Ne 0O0nem cepuH 3600000 Tab
Analytical Report No / : 040002560978 Date of Analysis / : 15.06.2024
AnaJHTHYECKMii oTyeT No JlaTa ananuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara npoussoacTea T'oxen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50of8/Crp.Sus 8

8 Related impurities / PoacTBeHHBIE NIPHMeCH

1-ruppoxcuaHanor
KETOpOJIaKa

ketorolac 1-hydroxy analog /

Not detected / He o6HapyxeHna

ketorolac 1-keto analog/

1-xeroaHaior xeTopojaxka

eJUHWIHAsA
HenAeHTUPULIUPOBaHHasA
npumecs

Any unidentified impurity /

onpeaenenus (MKO = 0.0097%)

0.07%
Not more than 0.5 % / He 6onee 0,5 %
Below LOQ (LOQ = 0.0097 %) /
Hwxe nmpepena koNHYECTBEHHOrO

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

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

Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npuMeceit
9 Water / Boga 23 % Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpraHuyecKiie pacTBOpPUTENHA

Isopropyl alcohol /
H3onponaxon

10 pg/tab /
10 Mxr B TabneTke

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

Remarks: The Product conforms to ND/
Iprmeyanue: [IpoxyxT coorsercTRyeT TpeboBanuam HJ{

Conclusion: APPROVED /
3axnrwgenne: QJJOBPEHO

Prepared by /
IMTonrotosneHo: Rama Kant

Checked by /
Iporepeno: Santgsh Kumar
Maurya

e

Approved by: Manager/Executive /

Opo6peno: Menemxep / Pykosojiurens
Manoj Kumar ﬁ-’ g !“!]?

Reprint Date / is

Jlara: 15.06.2024

| Reprint Date /

Jara: 15.06.2024

Reprint Date /
Hara: 15.06.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tel. 451 40 4900 2300, Fax: +91 40 4300 2999, Email: mai:@drreddys.com
Citl, L8O193AP1934PLC004207

www.direddys.com




Dr. Reddy's Laboratories (tg_
, ‘.... Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Dr. Reddy S e Disit. Solan, hi 172 205, INDIA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS wwwvdrreddyg_corn
CEPTUOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon™ Jkcnpece (ketoponak) TableTky, AHCTIEPrpyeMbie B HOACCTH pra, 10 Mr

Batch No / : V2400980 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 040002560978 Date of Analysis / + 15.06.2024
AnanutHyeckuii oryer Ne Jlara anaausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa mpou3BoACTBa Tonen xo

Analysis performed according ND / Anwann3 nposenen no H/I:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / Crp. 6 n3 8

11 | Microbial enumeration tests / MuxpoGuonormueckasi yncrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6miee yucno He 6onee 1000 KOE/r
a’po6HBIX MUKPO-

OpraHM3MoB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6utee He 6onee 100 KOE/r

YHUCAO APOXOKEBBIX M
NIICCHEBLIX l"pH6OB

c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBue B 1 1

12 Uniformity of dosage units / 52 I Acceptance value (AV) not more than
OanopoxHoCcTh 15.0 / TlpuemouHo€ 3Hauenue (AV) He
JO3HPOBAHUS Gonee 15,0.

13 Assay / KonudecTBeHHOE 10.0 mg / 10.0Mr From 90mg to 110mg of
onpeaesienue (99.6 %) C)sH13NO3*C4H 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
no 11,0Mr CsHiNO3*C4H1NO3
(xetoponaka TpoMeramuH) (oT 90,0 go
110,0 % oT 329BNEHHOrO KONUYECTRA) B

TabneTke
14 | Butylhydroxyanisole 0.0915 mg/tab / Not less than 0.042 mg/tab /
content / Copeprkanne 0.0915 Mr B Tabnerke He menee 0,042 mr B Tabnerke
Oy THITHAPOKCHAHH3O/IA
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanHaM HIT 3axmouenne: OJOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorosneno: Rama Kant IMpoeepeno: Santosh Kumar | Onobpeno: Meremwxep / Pykosoautess
(T_ Maurya @ Manoj Kumar 6" l 1[
Reprint Date / ! Reprint Date / Reprint Date /
Jara: 15.06.2024 Hata: 15.06.2024 Jarta: 15,06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 461 40 4900 2900, Fax: +91 40 4200 2999, Email: maii@drrzddys.com
CIN: L85135AP1984PLCO0G507
www, drreddvs.com




Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltq.
Formulaticn Unit-6

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

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoayxr: Keropon™ Dxenpecce (ketoposnak) TabeTku, AUCHEprHpyeMsie B IION0CTH pTa, 10 Mr

www.drreddys.com

Batch No / 1 V2400980 Batch Quantity / ¢ 3600000 tab /
|Cepuis Ne Ob6nem cepiin 3600000 Tab
Analytical Report No/ : 040002560978 Date of Analysis / : 15.06.2024
AHAIRTHYCCKRI 0TIeT Ne - Jara anaanza

Date of Manufacture / : 05/2024 Date of Expiry / s 04/2026
Jlara npoH3BoACTBa Topen xo

Analysis performed according ND / Ananu3 nposexen mo H/I:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70f8/Crp.7n3 8

Package / YnakoBka

15 10 tablets in a blister of | 10 tabletsin 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 | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnerok B Gauctepe uz (IMA/AJI/MID ¢
pack. / Tlo 10 tabmerox B | Bnaromornoturenem/I13BII) donvru //
Omuacrepe w3 ([TA/AJI/IID c | (IT3/AJL) donery. ITo 1 pumu 2 6nucrepa
praronornorarenem/I13BIT) C HWHCTIPYKUMEN TO NPHMEHEHHIO 'B
donery // (TI/AJT) donbru. [To | mavKy KapTOHHYO.

2 6nauctepa ¢ MHCTpYKUHeH IO
TIPUMEHEHUIC B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetcTBH# ¢ HIT
17 | Storage conditions / Below 25 °C. / Ilpn TemuepaType He Boiwe 25 °C.
XpaneHue
18 | Shelf life / Cpok roanocri 2 years /2 ropa

each 20th batch, or for one batch in a year whichever is earlier.
* Ilpu BbINYCKe 1eKAPCTBEHHOr0 NMpenapaTa KOHTPOo.1b Ka4YecTBa Mo nokasarenio «MukpobHonornyeckas
YHCTOTa» NPOBOAUTCA ANA Kaxaok 20-0#f cepHM, MM JJTA OAKOKH CEPHH B rojl, B 3aBHCHMOCTH OT TOT0, 4YTO

HACTYNHT paHbLuie.

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

Remarks: The Product conforms to ND/
ITpumeuanue: Hpoaykr coorseTcTBYET TpeboBanuam HJ[

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Rama Kant

i /

Checked by /
IIposepeno: Santosh Kumar
Maurya £ Ea

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Manoj Kumar

Pykosoautrens

{

Reprint Date /
Jara: 15.06.2024

Reprint Date /
Jara: 15.06.2024

Reprint Date /
JHara: 15.06.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 560034, Telangana, India
Tel; +31 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.cam

CIN: L85135AP19S4PLCOD4507
wwvw.drreddys.com




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

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

Vil!. 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
Hpoayxr: Keropon™ Sxcnpece (ketoponak) TabneTk, ANCHEPrupyeMLie B ONOCTH pra, 10 mr

Batch No / : V2400980 Batch Quantity / : 3600000 tab /
Cepug Ne O61bem cepuu 3600000 Tab
Analytical Report No / : 040002560978 | Date of Analysis / : 15.06.2024
ApaigTHaecKni oTueT No Jara apanuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara npoH3BOACTBA Togen no

Analysis performed according ND / Awasn3 nposenen mo HJI:

JII1-004929-011119 (amend Nel from 27,12.2021, amend Ne2 from 11112022

Page 8 of 8 /Crp. 8 n3 8

API name / Hanmenoanue APC:

Ketorolac tromethamine / KeToponaka

TPOMETaM I
INN/MHH: Ketorolac / Ketoponak
PN T e G T ABRH002637
Howmep cepin nporissoautens APC:
FP Manufacturer API Batch number / FERA00193

API Manufactured by & country /
Mponzeogurens APC; crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Peanu'c JlaGoparopuc JITa., UHaus

Remarks: The Product conforms to ND/
IIpumedanue: IpoaykT cootBeTcTBYET TpeboRanusm HJ{

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Kant Iposepeno: Sant Kuma: Opnotpeno: Menemxkep / Pyrconomn*enb
l@i‘j Maurya o Manoj Kumar
L
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.06.2024 Jara: 15.06.2024 JaTa: 15.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2500, Fax: +51 40 4300 2999, Email: mai!@drreddys.com
CIN: L85135AP1584PLC004507

wiwvwedireddys.com




