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

Dr.Reddy’s €5¢
Vili. Khol, Nalagarh Road, Baddi,
r. eddy S Ne Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykr: Ketopon™ Dkcnpece (keToposak) TabaeTKu, AUCTIeprupyeMble B NOJIOCTH pTa, 10 mr

BatchNo / : V2401669 Batch Quantity / : 3600000 tab /
Cep#s Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
AHaJiiTHueckuii oTyet Ne JlaTa ananu3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npoH3BoacTBa Tonen no

Analysis performed according ND / Anann3 nposeaen mo HJ/I:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of 8/Crp.1 138

Jl:;o Test / [TokasaTesb Results / Pe3ynbratsl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrmble, twiockne | Kpyrisle, miockue tabneTky ¢ dpackof,
TabneTkn ¢ (ackoil, CBETIO- | CBETJIO-XENTOro LBeTa ¢ rPaBUPOBKOM
JKEJITOrO [BETa ¢ TPaBHPOBKOH | «l» Ha OAHON CTOpPOHE.
«l» Ha ofHOI1 cTOPOHE.
2 Identification / TlonnuHHOCTH
Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and
V®-cnektpodoToMeTpust ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpbl
NOIJIOIIEHHS UCTIBITYEMOTO pacTBOpa U
pacTBopa  cTaHAapTHOro  obpasua
KeTOpoJiaka TpOMETaMHHA  JOJIKHBL
HMETh MaKCUMYMBI IIPY OJHOM U TOM ke
JUIMHE BOJIHHI (£ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpogykT cooTeTcTBYET TpeboBanuam HJJ 3axmouenne: OJJORPEHO
Prepared by / Checked by / Approved by: Managié.n'Executive /
[MoaroToeneHo: Pravesh Rana | Ilposepeno: Santosh Kumar | Ono6peno: MeHe,um‘trrP / PykoBpiutenb
/ Maurya X Abhishek Chauhan ||
Reprint Date / Reprint Date / Reprint Date /
Jlara: 28.08.2024 Jlata: 28.08.2024 Hara: 28.08.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwaw.drreddys.com



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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopon®™ Dkcnpecc (keToposiak) TabaeTKy, AUCTIEPrUpyeMble B NOJIOCTH pTa, 10 Mr

Batch No / : V2401669 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
AunajanTHyeckuii oTyet Ne JlaTa ananu3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JdaTa npon3BoacTsa I'open no

Analysis performed according ND / Auann3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of 8 /Crp. 2 u3 8

No

Ne Test / [TokasaTenb Results / Pe3ynbTathl 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 ynepxuBaHUd
OCHOBHOrO MHKa Ha XpOMaTorpamme
HCMBITYEMOrO  pacTBOpa  JAOJIKHO
COOTBETCTBOBAThb BpeMeHU
yOep)KMBaHHs OCHOBHOTO TIWKa Ha
Xpomarorpamme pacTBopa
CTaHgapTHOro obpasua KeTopoJiaka
TpOMETaMHHa (pazmen
«KonnuecTBeHHOE OmpeneneHue).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [IpoayKT coOTBETCTBYET Tpebosanmam HJL 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneno: Prave71 Rana | IIposepeno: Santosh Kumar | Onobpeno: Mexewxep / Pyko?}}lmenb

Maurya g Abhishek Chauhan [I

~

Reprint Date / Reprint Date / Reprint Date /
Jara: 28.08.2024 Jara: 28.08.2024 Hara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49QC 2300, Fox: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ IpoAayxT: Keropon™ Dkcnpece (keToposnak) TabneTkH, IMCNEPrupyeMble B I0J0CTH pTa, 10 Mr

Batch No / : V2401669 Batch Quantity / : 3600000 tab /
Cepns Ne OoBem cepuu 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / + 28.08.2024
AHaJMTHYECKHH oT4yeT Neo JlaTa anaaunsa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npousgoacTaa T'onen no

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

Page3 of 8/ Crp.3 m3 8

ﬁo Test / IlokasaTenn Results / Pe3ynbTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times  of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHHOCTH butylhydroxyanisole peaks on the
Oy THITHAPOKCHAHU30JT 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 ynepXHUBaHHA
NuKoB  2-OYTHITHAPOKCHAHU30IA U
3-6yTUNTHAPOKCHAHH301a Ha
XpoMaTorpaMme UCTIBITYEMOTrO
pacTBopa JO/DKHbL COOTBETCTBOBATbH
BpeMEHaM yIAEePXKUBAHUA IIHUKOB
2-6yTHITHIPOKCHAHU30JIa i
3-0YTHITHAPOKCHAHNU30]IA Ha
XpoMmarorpaMmme pacTBOpa
CTAaHJAapPTHOTO obpasua
OyTHITHAPOKCHAHU301a (pasmen
«Copaepxanuve

OYTHATHAPOKCHAHU30a»).

macca

4 Average weight / Cpeansist

70.0 mg /70.0 mMr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr 1o 72,8 Mr (70,0 Mr + 4,0 %).

Remarks: The Product conforms to ND/

IMpumeuanue: [TponykT cooTBeTcTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IloaroroBiieHo: Pra\7sl1 Rana

#

Checked by /
Iposepeno: Santosh Kumar

Maurya %f

Approved by: Managef/Executive /
Onobpeno: Menemxkerj / Pyxoaol]menb

Abhishek Chauhan

Reprint Date /
Hara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Jlata: 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: mai!@drreddys.com
CIN: L85195AP1984PLCO04507

wwvrdrreddys.com




Dr.Reddy’s ":‘

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTUDOUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkenpecc (keToposiak) TabneTKH, AHCIEPrHpyeMble B MOJIOCTH PTa, 10 Mr

Batch No / : V2401669 Batch Quantity / : 3600000 tab/
Cepns Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
AnaJuTudeckuii otyer Ne JlaTa ananusa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTta mpou3BoacTBA I'oaen no

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

Page 4 of 8/ Crp. 4 3 8

No

No Test / loka3aTteb Results / Pe3ymbTaTs! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHOpPOIHOCTHL MACChI 2/20 tablets - not more than + 20 % /

18/20 Ttabnerok — He Gonee =10 %
2/20 Tabnetox — He 6oxee + 20 %

5 Disintegration time / 00 min 28 sec / 00 MuH 28 cex Not more than 3 min / He 6onee 3 MuH
Pacnagaemocthb

6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 102% Not less than 75% (Q) of

. C5H3NO3+C4H ;| 1 NOs (ketorolac
Unit-2 / Tatn-2 1005 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3*C4HiNO;s

. . (keToponiaka  TPOMETaMUH)  Hepes
Unit-4 / Tabn-4 101% 15 MUK
Unit-5 / Tabn-5 100%

Unit-6 / Tabn-6 104%

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

HAucnepcHocTs 710 pm sieve is formed. / Obpa3zyercs
OJIHOpPOJIHAA CYCNEH3MdA, MPOXOAAIlas
CKBO3b CHUTO C pPasMepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/
IMpumeyanue: [Ipoaykt coorsercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3aknwuenune: OJJOFPEHO

Prepared by /
IMoaroroeneHo: Pravesh.Rana

Checked by /

Maurya

[Mpoeepeno: Santosh Kumar | Ono6peno: Meneik

Approved by: Manag! r/Executive /
/ PykoBoautesns

g

Abhishek Chauhan |

Reprint Date /
Jlarta: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Hara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Barjara Fills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +41 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Ketopon® Dkcnpecc (keToponak) TabnerkH, AHCneprupyemsle B MoaocTi pra, 10 mr

Batch No / : V2401669 Batch Quantity / : 3600000 tab /
Cepnua Ne Oo6bem cepuu 3600000 tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
AnaJiuTH4YecKHii oTuer Ne JlaTa ananusa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npon3BoAcTBAa TI'ogen no

Analysis performed according ND / Anann3 nposeaen no HJI;
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 5of 8/ Cip. Su3 8

8 Related impurities / PoacTBeHHble NpUMeCH

1-rugpokcuaHanor
KeTopoJsaka

ketorolac 1-hydroxy analog /

Below LOQ (LOQ = 0.0032 %) /
Hmxe npeaena KOMUYECTBCHHOTO
onpeneneHus ([TKO = 0.0032 %)

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

ketorolac 1-keto analog/

1-keToaHanor KeTOpOJiaka

0.05%

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

CAHHHYHAasA

NpHMECH

Any unidentified impurity /

HenAeHTUHULIHPOBaHHAS

0.01%

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

Total tmpurities /
CyMmMa npuMecei

0.1%

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

9 Water / Boaa

25%

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

10

Residual solvents by GC/ OcTaTouHble OpraHu4ecKHe pacTBOPUTESH

Isopropyl alcohol /
Wzomnponaxon

12 pgftab/
12 Mkr B TabJyeTke

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

Remarks: The Product conforms to ND/
[Mpumeuanue: [TpogykT cooTBeTcTByeT TpeboBanuam H/J

Conclusion:
3axawuenne: OJIOGPEHO

APPROVED /

Prepared by /

7

IToarotorneno: Pravesh Rana

Checked by /
ITpoeepeno: Santosh Kumar
Maurya };k

—

Approved by: Managgr/Executive /
OnobpeHo: Menemxgp / PykoBoaurens
Abhishek Chauhan

Reprint Date /
JlaTa: 28.08.2024

Reprint Date /
Jlara: 28.08.2024

Reprint Date /
Jlara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Barnjara Hills, Hyderabad - 50034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 490C 2999, Email: maii@direddys.com

CIN: L85195AP1984PLCO0A507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkenpece (keTopostak) TabaeTkH, AUCHeprupyemble B II0J0CTH pTa, 10 Mr

Batch No / : V2401669 Batch Quantity / : 3600000 tab /
Cepna Ne Obbem cepun 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
AHa UTHYECKHH oT4eT Ne JlaTta anaansa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JdaTa npoM3BoOACTBA T'onen go

Analysis performed according ND / Anann3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / Ctp. 6 m3 8

11 | Microbial enumeration tests / Mukpo6uosiornueckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1Lee YUCcno He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmiee He 6onee 100 KOE/r
YHCIIO APOXIKEBBIX U
TUTECHEBBIX TPHOOB
c¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBue B 1 T
12 Uniformity of dosage units / 5.2 Acceptance value (AV) not more than
OaHopoaHOCTB 15.0 / Ilpuemounoe 3HaueHue (AV) He
JI03UPOBAHHUSA 6onee 15,0.
13 | Assay/ KonunuecTBeHHOE 10.0 mg / 10.0 mr From 90mg to 11.0mg of
ompeaejsieHne (99.7 %) Ci5H13NO;°C4H;1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 MTC C15H13NO3°C4H11N03
(ketoponaka TpomeraMuH) (ot 90,0 1o
110,0 % oT 3aABJIEHHOrO KOJHYECTBA) B
TabaeTKe
14 | Butylhydroxyanisole 0.0938 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxanue (0.0938 ™r B TabyeTke He menee 0,042 mr B Tabnerke
Oy THIrHAPOKCHAHHM30/1a

Remarks: The Product conforms to ND/
[Tpumeuanue: [TponykT cooTBeTcTBYET Tpebopanuam H/I

Conclusion: APPROVED /
3axmouenne: QJOBPEHO

Prepared by /
Ilogroroeneno: Pravesh Rana

4

e

Checked by /
IIpoeepeno: Santosh Kumar
Maurya \ &

Approved by: Manager/Executive /
Opno6peHo: Menenkep / PykoBoaurens
Abhishek Chauhan /

Reprint Date /
Jlarta: 28.08.2024

Reprint Date /
Jlata: 28.08.2024

Reprint Date /
Jlata: 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: mail@direddys.com
CIN: L85195AP1984PLCO0A507

www.drreddys.com




Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

TTpoayxr: Keropon" Dkenpecce (keToponak) Tabnetky, AHCHEPrHPYEMbIC B TI0JI0CTH pTa, 10 Mr

Batch No / 1 V2401669 Batch Quantity / : 3600000 tab /
Cepma Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
ApaJurHveckuii oTaer Ne Jarta anajausa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTA npon3BoACTBA Tomen oo

Analysis performed according ND / Ananu3s nposenen o HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page7of 8§ /Crp. 7 u3 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 | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnetok B 6nuctepe u3 (IA/AJIIID ¢
pack. / Ilo 10 Tabnerox B | Bnaromoriortutenem/[I13BII) ¢donbru //
6nucrepe uz  (IIA/AJUTID ¢ | (IID/AJT) donbru. Ilo 1 nnu 2 6nucTepa
snaronoritotuteneM/[12BIT) ¢ WHCTpYKUMEHd NO MNPUMEHEHHIO B
¢onwru // (I13/AJT) doneru. Ilo | nauky KapTOHHYIO.

2 6nucTepa ¢ MHCTPYKLMEH TO
NPHMEHEHHIO B maukKy
KapTOHHYIO.
16 Labeling / Mapkuposka According to ND / B cooterctBuu ¢ HJT
17 | Storage conditions / Below 25 °C. / Ilpu Temmneparype He e 25 °C.
XpaneHue
18 Shelf life / Cpox ropsoct 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 BbINYCKe JEKapCTBEHHOro NPenapara KOHTPO/b Ka4uecTBa M0 MoKa3aTeio «Muxpobuosornieckas
YHCTOTAY» MPOBOAUTCS sl KasaAoi 20-0if cepuu, MM [JIst OXHOM CePHU B Iojl, B 3aBUCHMOCTH OT TOI0, HTO

HACTYIUT paHbLUe,

Remarks: The Product conforms to ND/
Ipumeuanue: [IponykT cooTseTcTBYeT Tpebosanuam HJL

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manjager/Executive /

ToaroTosneno: Pravesh Rana | [Ipoepero: Santosh Kumar | Onobpeno: Menempiep / PykoBonures
L Maurya { X Abhishek Chauhan! \

Reprint Date / Reprint Date / Reprint Date / 1

JaTa: 28.08.2024 Jara: 28.08.2024 Iara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 25900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L83195AP1984PLCOO4507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iINDIA
Tel : 491 98166 56001-02

CEPTHOHKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoayxr: Keropon™ Dxenpecce (keroponak) TabneTku, ncneprupyeMbie B N0J10CTH pra, 10 Mr

Batch No / : V2401669 Batch Quantity / : 3600000 tab /
Cepiizn Ne O6bem cepus 3600000 Tab
Analytical Report No/ : 040002631149 Date of Analysis / : 28.08.2024
AHanuTHyeckuii oTuer No Jara apayu3sa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npon3BoACTBA Togen xo

Analysis performed according ND / Auanus nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8§ /Ctp. 8 u3 8

APIname / Haumenosanune A®C:

Ketorolac tromethamine / KeToponaka
TPOMETaMHH

Homep cepun cyGcranumn npoussoantens [JID:

| INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRH004779
Howmep cepun nponssoanTeis APC:
FP Manufacturer API Batch number / FERA00298

API Manufactured by & country/
IMponzsoaurens AQC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pequuu'c Jlaboparopuc JIta., Muans

Remarks: The Product conforms to ND/
Ipumeuanue: [TponykT cooreTcTByeT Tpebosanmam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotorneno: Pravesh Rana | IIposepeno: Santosh Kumar Onobpeno: Menekep / PykoBoaurensb
4 Maurya i Abhishek Chauhan
Reprint Date / E Reprint Date / Reprint Date / !

Jlata: 28.08.2024 Jlata: 28.08.2024 Hara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




