Dr.Reddy’s Qf‘

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

CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposnak) TabieTkH, AMCneprupyeMsle B Nol0CcTH pta, 10 Mr

Batch No / : V2400620 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / : 24.04.2024
AHanuTHYecKHH oTyeT No Jata aHanau3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jdata NpoH3BOACTBA l'ogen o

Analysis performed according ND / Ananu3z nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1 of 8/ Crp.1u3 8

No . .

N Test / IlokazaTenb Results / Pesynbratst 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. / Kpyrnble, mnnockue | Kpyriasie, miockue Tabnetky ¢ hackoii,
TabNeTku ¢ (ackoif, CBETIO- | CBETIO-KEJNTOTO IBETa C I'PaBUPOBKON
JKENTOTO LIBeTa C IPaBUPOBKOH | «I» HA OJXHON CTOpOHE.
«l» Ha oiHOI cTOpOHe.

2 Identification / IToanuuHOCTH

Ketorolac / I('atngnn_/nn\

a) ByUV/

VY®-cnexkrpodoTomerpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cniekTpsl
HOIJIOIIEHHS HCIIBITYEMOrO PacTBOpa U
pacTBopa  CTaHAapTHOro  ofpasua
KeTopoJiaka TPOMETaMHHa  JOJDKHBI
HMMETH MaKCUMYMBI [IPH OJHOM U TOM xe
IUTHHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/
[1pumeuanne: IlpoxykT cooTBeTcTBYeT TpebOoBaHUsM HJL

Conclusion: APPROVED /
3akawyenne: OJOBPEHO

Jara: 24.04.2024

Prepared by / Checked by / Approved by: Manage /Executive /
[Toaroroeneno: Santosh. IIporepeno: Pardeep Kumar | Onobpeno: M(‘)HL,[DKL / Pyhosomnenb
Kumar Maurya & ﬁ = Abhishek Chauhan{ B

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.04.2024

Jlata: 24.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: LB5195AP1984PLCO04507

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

CEPTH®UKAT AHAJIMU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkcnpecc (keToposak) TabaeTkH, AUCTIEPrUpYeMbIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2400620 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / : 24.04.2024
AHaJHTHYECKHH oTUeT No JlaTa ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npou3soacrsa Toaen o

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

Page2of 8/ Cip.2 u3 8

No

Test / IloxasaTennb
No

Results / Pe3yneraTsl

Specification / Hopma

b) By HPLC / BOXX

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 ynepXHBaHHUA
OCHOBHOTO IIMKa Ha XpoMaTorpamMme
HCIILITYeMOTO  PacTBOopa  JOJDKHO
COOTBETCTBOBATH BpEMEHHU
YIEpKHUBAHUS OCHOBHOTO IMKa Ha
XpomarorpaMmme pacTBoOpa
CTaHAapTHOTO KeTopoJiaka
TpOMeTaMHHa (pazmen
«KoJMiecTBEHHOE ONpeNeIeHHEY).

obpasua

Remarks: The Product conforms to ND/
IMpumeuanue: [pouykr coorsercisyer TpebosaHusm HJT

Conclusion: APPROVED /
3axuwuenue: OJOBPEHO

Jlata: 24.04.2024

Prepared by / Checked by / Approved by: Managey/Executive /

IMoaroTorneno: Santosh Iporepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoguress
AL z i v f

Kumar Maurya 'C/f__ D«[——:" Abhishek Chauhan . /

Reprint Date / Reprint Date / Reprint Date / '

Hara: 24.04.2024

Hara: 24.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tet: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s ij‘

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 55001-02

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Keropon™ Drenpece (ketoponak) TabieTku, AUcnieprupyemMbie B NOJ0CTH pra, 10 Mr

Batch No / : V2400620 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / 1 24.04.2024
AHajguTHYecKH# oTueT Ne JlaTa anaam3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa NpoH3BO/JCTBA I'onen o

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

Page30f8/Crp.3m3 8

;0 Test / [lokasaTennb Results / Pe3ynbtaThl Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MMoanunHoCTL butylhydroxyanisole peaks on the
Oy THITMAPOKCHAHH30J1 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 ynepxuBaHus
NMKOB  2-OyTWITMOPOKCHAHH30NIA U
3-0yTUAruApOKCHaHU30J1a Ha
XpOMaTorpaMmme UCIIBITYEMOTO
pacTBopa [JOMXKHBI COOTBETCTBOBAThH
BpeMeHaM YAEPAKHMBAHHUA MHKOB
2-0y TUNTMAPOKCHAHHU301a U
3-0yTHNrHapOKCHAHU30JIA Ha
XpoMarorpamme pacTBopa
CTaHJAPTHOTO obpasua
OyTUITHAPOKCHAHU30M1a (pazmen
«CopnepxaHue
OyTHJITHIPOKCHAHU30IAR).
4 Average weight / Cpenusis 69.8 mg/ 69.8 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot 67,2 Mr 1o 72,8 mr (70,0 Mmr+ 4,0 %).

Conclusion: APPROVED /
Jarunvyenune: OJOBPEHO

Remarks: The Product conforms to ND/
ITpnmecuanne. [pupyki coviseicisyer 1pebosanuam HIT

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoeneno: Santosh [posepeno: Pardeep Kumar | Onobpeno: Menenke] y/ Pykosoauress
Kumar Maurya - Abhishek Chauhan / /’

P - e
Reprint Date / Reprint Date / Reprint Date / J
Hara: 24.04.2024 Hara: 24.04.2024 Hara: 24.04.2024

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@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoxykr: Keropon® Dkcnpecc (keroponak) TabeTkH, AMCIIEPrUPYEMBIE B IIOJIOCTH pTa, 10 Mr

Batch No / : V2400620 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002500324 Date of Analysis / : 24.04.2024
AHaauTHYeCKHH oTyeT Ne JlaTa anasn3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jdara nponssoacrea Tomen no

Analysis performed according ND / Anann3 nposegen mo HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of 8/ Crp. 4 n3 8

JI:'., B Test / IloxazaTenn Results / PesynbTatsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Gonee + 10 %
2/20 tabnerok — He 6onee = 20 %

5 Disintegration time / 00 min 18 sec / 00 mux 18 cex Not more than 3 min / He Gonee 3 mun
Pacnmapaemocts

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 103% Not less than 75% (Q) of

. CisHisNO3+C4H ;1 NO3 (ketorolac
Unit-2 / Ta6n-2 103% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 107% | 75% (Q  C;sHisNOs*C4HiNO;3

. (keTopoiaka  TpPOMETaMHH)  4Yepes
Unit-4 / Tabx-4 103% 158
Unit-5 / Ta6n-5 104%

Unit-6 / Taba-6 103%

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

JucnepcHocTh 710 um sieve is formed. / O6pazyerca
OJIHOPOIHAs CYCHEH3MWs, TNpPOXOIsIIas
CKBO3b CHUTO € DPa3MepOM OTBEPCTHI
710 MxM.

8 Related impurities / PogcTBeHHbIe mpuMecH

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

ITpumeyanue: [IponykT cooTBeTcTBYeT TpebGoBanusm HJT 3akiouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Mamge Executive /

IToaroroBneno: Santosh ITpoBepeHo: Pardeep Kumar | Ono6peno: Menemwkefy/ Pykosogutens

Kumar Maurya .f,'k'& _ QL/ Abhishek Chauhan /;l

— —
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.04.2024 JHara: 24.04.2024 Jata: 24.04.2024

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@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Q:'

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon® Dkcnpece (keToposak) TabieTKH, AUCIEPIUPYEMBbIe B IOJIOCTH pTa, 10 Mr

Batch No / : V2400620 Batch Quantity / : 3600000 tab /
Cepnst Ne O06BeM cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / 1 24.04.2024
AHaJTHTHYeCKHH oTueT Ne JlaTa aHann3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npounsBoacTea I'onen no

Analysis performed according ND / Anann3 npoBeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof 8/ Cip. 5uz 8

l-ruapokcuaHanor
KeToponaka

ketorolac 1-hydroxy analog /

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena konu4ecTBEHHOrO
onpenenenus (ITKO = 0.0032 %)

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

ketorolac 1-keto analog/

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

1-keToaHaoOr KETopoNaKa 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAs
HEUJEHTH(QULPOBaHHAS 0.03 %
MpuMech
Total impurities / 0.1% Not more than 1.0 % / He 6omnee 1,0 %
CymMa npumeceit
9 Water / Bopa 24 % Not more than 7.0% w/w /

He 605ee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OpraHuYecKHe PACTBOPUTEH

Isopropyl alcohol /
HzonponaHon

10 pg/tab /

Not more than 350 pg/tab /

10 MKr B TabneTke

He 6onee 350 mkr B TabneTke

Remarks: The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeGoBanusaM HJJ

Conclusion: APPROVED /
Saxiuwuenne: OJOBPEHO

Hara: 24.04.2024

Hara: 24.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrotorneHo: Santosh I[TpoBepeno: Pardeep Kumar | Onobpeno: Menemkep// Pykosoautess
Kumar Maurya @: i . Abhishek Chauhan ¥ /‘
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.04.2024

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: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon™ Skenpece (keToponak) TabaeTku, AUCOEPrUPYEMBIE B OJIOCTH pTa, 10 M

Batch No / : V2400620 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / 1 24.04.2024
AHaJHTHYeCKHIl oTueT Ne Jara anannza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jata mMpoN3BOACTBA T'open po

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

Page 6 of 8§/ C1p. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uoaoruyeckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1mee yucno He 6onee 1000 KOE/r
a3pOOHBIX MHKpO-
OpraHHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuzee He 6onee 100 KOE/r
YHCIIO JPONOIKEBBIX U
IUIECHEBBIX IpHOOB
¢} Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBHe B 1 1
12 | Uniformity of dosage units / 6.9 Acceptance value (AV) not more than
OpHopoaHOCTB 15.0 / TlpuemoyHoe 3Hauenue (AV) He
JA03UPOBAHUS 6onee 15,0.
13 Assay / KoninuecTBeHHOe 9.9mg/99 mr From 90mg to 11.0mg of
onpenejieHue (98.9 %) CisHi3NO3*C4H; 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 Mr C[5H13NO3‘C4H1 1N03
(xetoponaka Tpometamux) (ot 90,0 no
110,0 % oT 3as1BNIEHHOTO KOIUYECTRA) B
Tabnerke
14 | Butylhydroxyanisole 0.0943 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0943 mr B Tabnetke He menee 0,042 mr B TabiieTke
OyTHIArHAPOKCHAHU30/1A

Remarks: The Product conforms to ND/

[Ipumeuanue: IIponykT cooTBeTcTRYET TpebGoBanHusam HJT

Conclusion: APPROVED /
3axaroucnuac: OJOBPEHO

Prepared by / Checked by / Approved by: Managgi/Executive /
IloarorosneHo: Santosh ITposepeHo: Pardeep Kumar | Ono6peno: Menemx¢p / Pykogoaurens
Kumar Maurya d’_\_/’/ t Abhishek Chauhan/ I 70
Reprint Date / Reprint Date / Reprint Date / [

Jara: 24.04.2024 Hata: 24.04.2024 Jara: 24.04.2024

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: maii@drraddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keTtoponak) TableTkH, IMCHEprupyeMble B IIOJIOCTH pTa, 10 Mr

Batch No / : V2400620 Batch Quantity / : 3600000 tab /
Cepusa Ne O0beM cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / 1 24.04.2024
AHanuTHgecKknii oTyeT No JlaTa anajan3za

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npou3BoAcTBA T'open no

Analysis performed according ND / Anann3 npopeaen nmo HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70f 8/ Crp. 7u3 8

15 | Package/ YnakoBka 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 | TaGnerok B 6iuctepe n3 (ITA/AJI/TIOD ¢
pack. / Ilo 10 Tab6netox B | Braromornoturenem/ITOBII) donbru //
6nuctepe us (ITA/AJ/ID ¢ | (IID/AJ) doneru. Ilo 1 wmn 2 Gnuctepa
Braronoriaorurenem/I19BIT) C MHCTpYKUMEH ©O NpPUMEHEHHIO B
doneru // (IT3/AJ]) donsru. ITo | mauxky KapTOHHYIO.

2 6mucTepa C MHCTPYKLHMEH [0
NPHMEHEHHIO B nayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetcTBuu ¢ H/J
17 | Storage conditions / Below 25 °C. / I1pu TemnepaType He Bbiie 25 °C,
XpaHeHue
18 | Shelf life / Cpok roosocTu 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.
* [Ipu BLINYCKE JIEKAPCTBEHHOrO Mpenapara KOHTPOJIb KayecTsa Ho Nokas3aTento «MuxkpobHosorayeckas
YHCTOTA» MPOBOAMTCS AN Kaxaoii 20-0ii cepuM, Nl ANs OJHOI CepHH B rof, B 3aBHCUMOCTH OT TOI'0, YTO

HACTYNMT paHbllUe.

API name / Hanmenosanue A®C:

Ketorolac tromethamine / Ketopoaaka

TPpOMCTAMUH

Remarks: The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET Tpebopanuam HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToarorosnedo: Santosh

Kumar Maurya @/_'

Checked by /
[Mpoeepeno: Pardeep Kumar

Approved by: ManageryExecutive /
Opobpeno: Menekep / Pykogoantess
Abhishek Chauhan // /

Reprint Date /
Jara: 24.04.2024

Reprint Date /
Jarta: 24.04.2024

Reprint Date /
Jarta: 24.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘f‘

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

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxkcrnpecce (keToposak) TabneTky, AUCHEprupyeMble B IONOCTH pTa, 10 Mr

Batch No / : V2400620 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / 1 24.04.2024
AHaJIMTHYECKHI{ 0TUeT Ne Jara anaian3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npon3BoacTBa T'open a0

Analysis performed according ND / Ananun3s nposenen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 /Crp. 8 u3 8

Homep cepuu cydetanuuu npoussoaurens IJId:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRH001225
Homep cepun npousBoautenss AOC:

FP Manufacturer API Batch number / FERA00142

API Manufactured by & country /
IMponseoautens ADC, cTrpana:

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

Remarks: The Product conforms to ND/
[pumcyamme: Ipoayxr coornereTnycT Tpebopamkam 1]

Conclusion: APPROVED /
Jawmorcnue: OAOLIEIIO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monroroeneno: Santosh [Mporepeno: Pardeep Kumar | OnobpeHo: Meunenxep / Pykosoauresib
Kumar Maurya (ﬁ/ - Abhishek Chauhan ?D

e oi- = E -
Reprint Date / Reprint Date / Reprint Date /
Jlara: 24.04.2024 Hata: 24.04.2024 Jata: 24.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tek: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




