Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT 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: Ketopon® Dkcnpece (keTtoposak) TableTkH, AMCIIeprupyeMble B OJ0CTH pTa, 10 Mr

Batch No / : V2400283 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepHH 3600000 Tab
Analytical Report No / : 040002446612 Date of Analysis / : 11.03.2024
AHanuTHYecKHH oTueT Ne JlaTa anajansa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa npousBoJcTBa TI'onen mo

Analysis performed according ND / Ananns nposeaen no HJI:

27.12.2021, n3menenune No2 ot 11.11.2022)

JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or

Page 1 0of 8/ Crp. 1 u3 8

«l» Ha OIHOI CTOPOHE.

NNOO Test / IloxasaTenb Results / Pe3ynbrath! Specification / Hopma
1 Description / Onncanune Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /

side. / Kpymsle, miockue | Kpyriste, mockue Tabnetku ¢ Gackoi,
TabneTk ¢ (Gackoif, CBETNO- | CBETIO-KENTOro LBETa C PaBUPOBKOM
KEJITOro LBeTa C TPaBUPOBKOM | «|» Ha ONHON CTOPOHE.

2 Identification / ITognuHHOCTE

Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and
VY@-cnexrpodoromeTpus ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnektpsl
IOJIOIIEHHS UCIILITYEMOTO PacTBOpa U
PACTROPA  cTAHAAPTHATO  ofipasna
KETOpOJIaka TPOMETaMHHA  JIOJDKHBI
HUMETh MaKCHMYMBI TIPH OIHOM M TOH e
JUTHHE BOJIHBI (+ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumedanne: IpoxykT cooTeeTeTBYET TpeboBanuam HIL 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMToaroTosneHo: Ankit [Tpopepeno; Rama Kant Omnobpeno: Menemkefy / Pykosoautens
% @“'R s Abhishek Chauhan
/ L
Reprint Date / Reprint Date / Reprint Date / \
Jara: 11.03.2024 Hara: 11.03.2024 Jara: 11.03.2024

Renistered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: L.85195AP1984PLCO04507
vavw. direddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 93166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Dxcnpece (keToponak) TabneTky, AUcneprupyembie B nonoctTi pra, 10 mr

Batch No / : V2400283 Batch Quantity / : 3600000 tab /
Cepusi Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002446612 Date of Analysis / : 11.03.2024
AnanuTHyeckHi oTyeT Ne Jdara anaausa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JaTa npon3BoAcTBa I'open g0

Analysis performed according ND / Ananu3s nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page2 of 8 /Crp. 2 n3 8

No
No

Test / Iloka3aTean

Results / Pe3ynbTatst

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). / Bpems yaepXuBaHUA
OCHOBHOTO TMHKa Ha XpOMAarorpaMme
HCIILITYEMOTO ~ PacTBOpa  HOJDKHO

COOTBETCTBOBATh BpEMeHHU
yIOEp)XUBaHMS OCHOBHOrO THMKa Ha
XpoMaTorpaMme pacTBopa
CTaHjapTHOro obpasia KeTopoJiaka
TpOMeTaMHHa (paznen

«KonuuecTBeHHOE OIpe/IeNIEHUE).

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykTt cooTseTcTBYeT Tpebosanusam HJI

Conclusion: APPROVED /
Jakmouenune: OJOBPEHO

JHara: 11.03.2024

Prepared by / Checked by / Approved by: Manayer/Executive /
IMoxroroeneno: Ankit  , [IpoBepexo: Rama Kant OnobpeHo: Menemkdp / Pykosoayrens
) : Abhishek Chauhan 7
/\ Bl \
Reprint Date / v Reprint Date / - Reprint Date /

Hara: 11.03.2024 Jara: 11.03.2024

Registarad Dfiice: 8-2-327, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India

Tol: 491 40 4900 2000, Fax: +61 40 4900 2999, Emait: mail@drreddys.ccm

CIM: L35195AP1934PLCOGASUT
wwwvdrieddys,com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpece (keToposnak) TabeTky, AUCIeprupyeMsle B onocTy pra, 10 mr

Batch No / 1 V2400283 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002446612 Date of Analysis / : 11.03.2024
Ananurudecknii oryeT No JlaTta ananu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JaTa npon3BoacTBa I'onen 1o

Analysis performed according ND / Anasu3 nposegen no HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, n3menenune Ne2 or 11.11.2022)

Page3 of 8 /Crp. 3 u3 8

NNS Test / IlokazaTens Results / Pe3ynbratel Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoauHHOCTD butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHHU30J1 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). / DBpeMeHa ynepXUBaHUA
IMUKOB  2-OyTWITMAPOKCHAHU30IA H
3-6yTWITHIpPOKCHaHU307a Ha
Xpomarorpamme HCIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBAThH
BpEMeHaM yAEPKUBAHUSA MTHKOB
2-0y THITHAPOKCHAHU30TIA u
3-0yTHITHAPOKCHAHU30J1a Ha
XpoMarorpamme pacTBOpa
CTaHAApTHOTO obpasua
OYTHITHAPOKCHAHU30A (pazmen
«ConepxaHue
OYTHITHAPOKCHAHH30JIaN).
4 Average weight / Cpeanss 69.1 mg/ 69.1 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
Macca Ot 67,2 Mr go 72,8 Mr (70,0 Mmr £ 4,0 %).

Remarks: The Product conforms

to ND/

Conclusion: APPROVED /

TTpumeuanue TipnaykT cnaTreTeTrRyeT Tpefinranuam HJT

Rawmmuenue: OJIORPFHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroneHo: Ankit [ ITpoeepeHo: Rama Kant OnobpeHno: Menemxkap / PykoBoaurens
/)\ . Abhishek Chauhan
// e A
Reprint Date / =] Reprint Date / | Reprint Date / .
Hara: 11.03.2024 Hara: 11.03.2024 Jlara: 11.03.2024

Revistered Office: 8-2-337. Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 401960 2500, Fax: +51 40 4900 2999, Emait: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 +61 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpece (keToposnak) TabiieTky, AHCNEPrupyeMble B 0JI0CTH pTa, 10 Mr

Batch No / : V2400283 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002446612 Date of Analysis / : 11.03.2024
AHaauTHYecKuii oTueT No Jlara anaiusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata npon3BogcTBa T'onen oo

Analysis performed according ND / Anasun3s nposenen mo H/I:

27.12.2021, n3menenue No2 ot 11.11.2022)

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenune Nel ot

Page 4 of 8/ Ctp. 413 8
ioo Test / IlokasaTenn Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OxHOPOAHOCTH Macchl 2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He OGonee + 10 %
2/20 tabnetox — He Honee + 20 %
5 Disintegration time / 00 min 33 sec / 00 muH 33 cex Not more than 3 min / He Gonee 3 mun
Pacnagaemocthb
6 Dissolution / PacTBopenue Unit-1 / Tabn-1 101% Not less than 75% (Q) of
. C1sH3NO3+*C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNO3*CsH11NO;3
) . (keTopollaka ~ TPOMETaMMH)  4epes3
Unit-4 / Tabn-4 101% 15 MHH
Unit-5 / Tabn-5 102%
Unit-6 / Ta6n-6 101%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JuenepcHocTh 710 pm sieve is formed. / Ob6pasyercs
OAHOPOJHAS CYCIIEH3Us, MPOXOIAIas
CKBO3b CHMTO C pa3MepPOM OTBEpPCTHI
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TMTpumeuauue’ TTponyxT conTreTeTRyeT Tpefinranuam HJ[ Rakmouenne: OJIORPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: Ankit IIpoeepeno: Rama Kant OnobpeHo: Menenep / PykoBoaurens
/ ( !1} 1 Mj- Abhishek Chauhan &
L < ._
Reprint Date / Reprint Date / Reprint Date /
Jara: 11.03.2024 Hara: 11.03.2024 Hata: 11.03.2024

Pepistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +61 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLE004507
wwiv.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 1 +91 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10. mg
Ipoaykt: Ketopon® Dkcnpece (keToposak) TabneTkH, JUCeprupyeMble B MOJNOCTH pra, 10 Mr

Batch No / 1 V2400283 Batch Quantity / : 3600000 tab /
Cepusi Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002446612 Date of Analysis / : 11.03.2024
AHAJTHTHYECKHH oT4yeT Ne JlaTa anajnza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata npon3soacrea I'ogen go

Analysis performed according ND / Ananu3s nposeaen nmo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenune Nel ot

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page Sof 8/ Crp.Suz 8

8 Related impurities / PoacTBeHHbIe npumecu

1-ruapoxcuaHaior

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Hmxe npenena o6Hapyxenus (I10 =

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

KeTopoJiaKka 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaIOr KETOpOJIaKa
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eAMHUYHAS
HeufeHTHGULMPOBaHHAS
npHMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMmMa npumeceit

9 Water / Boaa 2.6 % Not more than 7.0% w/w /

He 6oiee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHble OpraHM4ecKue pacTBOPUTEH

Isopropyl alcohol /
H3zonponaHon

7 ugftab /
7 MKT B TabJeTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
[Mpumeuanye: Ilponykr coorseTcTByeT Tpebopanusm HJT

Conclusion: APPROVED /
3axaronenne: OJJOBPEHO

Jara: 11.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[onrorosneno: Ankit [ I[posepenp: Rama Kant Ono6peno: Menenxep / PykoBoauresns
Y - X Abhishek Chauhan A
4
Reprint Date / v Reprint Date /* Reprint Date / A\

Hara: 11.03.2024

Jara: 11.03.2024

Reaistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +01 40 4900 2900, Fax: 61 40 4800 2999, Email: mait@drreddys.com
CIN: L§5185AP1984PLCO0ASOY

www.drreddys.com
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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
www.drreddys.com

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (ketoposiak) TabieTkH, AHCeprupyemsie B oJocTy pra, 10 Mr

Batch No / : V2400283 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002446612 Date of Analysis / : 11.03.2024
AHaguTnyeckuii oTuer Ne JlaTa ananu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jdarta npou3soacTBa T'onen no

Analysis performed according ND / Anasu3 nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or
27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 6 of 8 / Ctp. 6 u3 8
11 | Microbial enumeration tests / Mukpo6uosoruyeckast Y4ucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O0uiee 4ucio He 6onee 1000 KOE/r
ad3pOOHBIX MHKpO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1uee He 6onee 100 KOE/r
YHCJIO IPONOKEBBIX U
IJIECHEBBIX rprboB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBUe B 1 T
12 | Uniformity of dosage units / 52 Acceptance value (AV) not more than
OnHOpOOHOCTH 15.0 / IlpuemouHoe 3HayeHue (AV) He
JO3UPOBAHUA 6onee 15,0.
13 Assay / KoiuuecTBeHHOE 10.2 mg/ 10.2mr From 90mg to 11.0mg of
onpejesieHue (101.9 %) C1sH13NO3*C4H[1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 Mr C15H13NO3‘C4H11NO3
(xetoponaka TpomeTamuH) (ot 90,0 no
110,0 % OT 3asABNIEHHOTO KOJNYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0974 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0974 mr B TabneTke He menee 0,042 mr B TabneTke
OYTHJMHIPOKCHAHH30JIa

Remarks: The Product conforms to ND/
IMpumeuanue: IlpoaykT coorBeTcTBYeT Tpebopanusm HJJ

Conclusion: APPROVED /
3axurouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ankit

L

Checked by /
[TpoBepeno; Rama Kant

¥l

Approved by: Manager/Executive /
Onobpeno; Menemxkep / Pykosoaurens
Abhishek Chauhan

By

Reprint Date /
Jara: 11.03.2024

L

Reprint Date /
Jlarta: 11.03.2024

Reprint Date /
Jara: 11.03.2024

Remistered 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: L85195AP1984PLCNNA507
www. drreddys.com
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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

vaww.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Keropon® Dkenpecce (keToponiak) TabneTku, JMCeprapyeMple B MojocTu pra, 10 mr

Batch No / : V2400283 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002446612 Date of Analysis / : 11.03.2024
AHaJuTHYecKHi oTueT No HdaTa ananiuza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
HJaTa npou3BoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 7 of 8 / Ctp. 7 u3 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. / Ilo 10 Tabnerox B
6muctepe w3 (IIA/AJVIID ¢
BiaromornorureaeM/I13BIT)

¢donvru // (ITS/AJT) donsru. Ilo
2 O6nucrepa ¢ MHCTpPYKLMEH 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. / Ilo 10
Tabierok B Giauctepe u3z (ITA/AJI/IID ¢
sraronorigotutenem/I19BII) donbru /
(I13/AJT) ponsru. Io 1 unu 2 6aucrepa
C MHCTPYKLHEH 0O MPUMEHEHHUIO B
NayKy KapTOHHYIO.

INPUMEHCHHUIO B
KapTOHHYIO.

navyky

16 | Labeling / MapkupoBka

According to ND / B cooTBeTcTBHH ¢ HJT

17 Storage conditions /
XpaHeHue

Below 25 °C. / ITpu Temneparype He Bsitie 25 °C.

18 Shelf life / Cpox roauoern

2 years / 2 roma

* 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 BhINyCKE JIEKAPCTBEHHOIO MpenapaTa KOHTPO/Ib KauyecTBa Mo noka3arenio «MukpobHoJioruueckast
YHCTOTA» NPOBOANTCS LISl Kaxnoit 20-oii cepun, MM AJ1st OAHOI cepuH B rojl, B 3aBUCHMOCTH OT TOIr0, YTO

HACTYNMUT paHbLUIE.

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT coorBeTcTBYET Tpebopanusam HJL

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Jara: 11.03.2024

Prepared by / Checked by / Approved by: Managgr/Executive /
[MoarorosneHo: Ankit poeepeno: Rama Kant OnobpeHo: Menemkely / Pykosoauresns
/ 4 Abhishek Chauhan i
. >
Reprint Date / Reprint Date / Reprint Date /

Jara: 11.03.2024

Jara: 11.03.2024

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2500, Fax: +91 40 4900 2299, Email: mail@drreddys.com
CIN: LR5195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@
Dl'. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDJA
Tei : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxenpecc (ketoponak) TableTkH, AUCneprupyemsie B nonocty pra, 10 Mr

Batch No / : V2400283 Batch Quantity / :+ 3600000 tab /
Cepus Ne O0beM cepuH 3600000 Tab
Analytical Report No / : 040002446612 Date of Analysis / : 11.03.2024
AnajuTnyeckHii oTyer Ne JlaTa aHanH3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara nmpoussoacTea T'open o

Analysis performed according ND / Ananu3 nposenen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3menenne Nel ot

27.12.2021, n3menenue Ne2 or 11.11.2022)

Page 8 of 8/ Crp. 8 u3 8

API name / Haumenosanne A®C: Ketorolac tromethamine / Keroponaka
TPOMETaMHH

INN/MHH: Ketorolac / Ketoponak -

API manufacturer batch number /

Homep cepun npouspoautenss A®C: ABQHO006611

FP Manufacturer API Batch number /

Howmep cepun cyécTanuumn npouspoaurens [JID: FEQA00572

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ilpounseoautenn ADC, crpana: J-p Penmu'c Jlaboparopuc JIta., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipogykr cooTseTcTBYET TpeboBanuam HJI 3axmouyenue: OJJOBPEHO
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