Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi
Distt. Solan, H.P, 173 205, iNDIA
Tel 1 +91 98166 556001-02

CEPTUOUKAT AHAJHM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (ketoponak) TabneTku, ANCreprupyemble B nonoctu pra. 10 mr

Batch No / 1 V2401699 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHaauTHYeCKHIi oTyeT Ne JlaTa aHanu3za

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npoM3BOACTBA I'oaen xo

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

Page 1 of 8/ Crp. 1 u3 8

Y @-ciektpodoTOMETpHUs

.]1:.00 Test / IlokasaTenab Results / Pe3ynbTats! 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. / Kpyrisle, miockue | Kpyrnsie, miockue Tabnetku ¢ packoi,
TabneTkd ¢ (ackod, CBETIO- | CBETIO-XKEJITOro LiBETa C I'PaBUPOBKOMH
JKENITOr0 LIBeTa C TpaBHPOBKOH | «I» Ha 0JHOH CTOpOHE.
«|» Ha OIHOH CTOpOHE.
2 Identification / IToATMHHOCTH
Ketorolac / Kemoponak
a) ByuUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
TOTJIOLIEHHS HCMIBITYEMOTO pacTBOpa U
pacTBopa  cTaHmapTHoro  ofpasla
KETOpOJiaka TPOMETAMHHA  JOJDKHbI
HUMEThH MaKCHMYMBI Y OfHOM U TOH ke
IUTMHE BOJTHEI { 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: IlpogykT cooTBeTcTBYET TpeboBaHUAM HJI

Conclusion: APPROVED /
Zaxmouenue: OJIOBPEHO

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

IMoaroroenexo: Santosh ax- Iposepeno: Pardeep Kumar | Ono6peno: Menemxkep / P9koBogurenn
- L= =

Kumar Maurya B o f - Pavan Kumar Sharma j@%,’:

Reprint Date / Reprint Date / Reprint Date /

Jlara: 31.08.2024 Hara: 31.08.2024 MHara: 31.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 40 4900 2200, Fax, 151 40 4900 2999, Liiiail et @direddys.com

CIN: L85195AP1S84FLCO0AS07
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy’'s Laberatories |td.
Formuiaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56C01-02

CEPTU®HKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkenpecce (ketoponak) TabIeTKH, IMCTIEprupyemble B MIOJA0CTH pTa, 10 Mr

Batch No / : V2401699 Batch Quantity / : 3600000 tab /
Cepust Ne Oobem cepuu 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHanHTHYECKHH oT4eT No Jata aHaH3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara mpou3BoacTBa T'onen no

Analysis performed according ND / Ananan3s nposeaen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 2 of 8/ C1p. 2 3 8

No

Test / [TokazaTennb
No

Results / Pe3ynbratsl

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). / Bpems ynepxuBaHUs
OCHOBHOTO IMHKa Ha XpomarorpamMme
UCTILITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIOEpXWBAHUS OCHOBHOIO IIKa Ha
XpoMaTorpaMme pacTBoOpa
CTaHAApPTHOTO KeToponaka
TpOMeTaMHHa (pazmen
«KOoNHYeCTBEHHOE OTPENENIEHUE).

obpasua

Remarks: The Product conforms to ND/
[Tpumeuanue: IlpongykT cooTBercTBYeT TpeboBaHHIM HJJ

Conclusion: APPROVED /
3akmwouenne: OJOBPEHO

Prepared by /
IToaroToBJICHO: Santosh‘,/
Kumar Maurya _’Eﬁ\, i

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / ?*(0 BOAUTEND

Pavan Kumar Sharma

Reprint Date /
Jara: 31.08.2024

Reprint Date /
Hara: 31.08.2024

Reprint Date /
Jara: 31.08.2024

Rrgistered Crfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telaagana, Indis
Tel; +581 40 4900 2800, Fax: +97 404900 2999 Frail- maitddiradidys ram
CIN: L85155AP1SSAPLCOD4E07

wwiv.drreddys.com




Dr.Reddy’s “':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td,
Formulaticn Unit-6

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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrt: Keropon®™ Dkenpecc (keToposak) TabieTKH, AUCTIEPIUPYEMbIE B MONOCTH pTa, 10 Mr

Batch No / : V2401699 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHaguTHYeCKU# oTUeT Ne JlaTa anaausza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npou3BoIcTBA T'oxen no

Analysis performed according ND / Anann3s nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30of8/Crp.3 u3 8

;0 Test / [Toka3aTens Results / Pe3aynbratsl Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MMoaauHHOCTD butylhydroxyanisole peaks on the
Oy THArHAPOKCHAHU30J 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 yIepXHBaHUS
MUKOB  2-GyTHITMAPOKCHaHM3ONA H
3-6yTHITHIPOKCHAHU30TIA Ha
XpOMaTorpaMMme UCTIBITYEMOTO
pacTBopa HOKHBI COOTBETCTBOBATh
BpeMeHaM yAEpXKUBAHUS TIMKOB
2-6yTHATHAPOKCHAHU30MIA %
3-6y TWITHAPOKCHAHU301a Ha
XpoMaTorpaMme pacTBopa
CTaHAapPTHOTO obpazua
OyTUITHIPOKCHAHH30TIA (pazmen
«Copnepxanue
OYTHITHAPOKCHAHU30JIa»).
4 Average weight / Cpennss 70.3 mg /70.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr 10 72,8 Mr (70,0 Mr£4,0 %).

Remarks: The Product conforms to ND/

INpumeuanne: [Tponykr coorsercTByer Tpebosanuam HJI

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxarorosnexo: Samos}a%— [Mposepeno: Pardeep Kumar | Ono6pero: Menemxep / Pykosoaurelib
Kumar Maurya W o !; Pavan Kumar Sharma <fe.— —
Reprint Date / Reprint Date / Reprint Date / o

Jara: 31.08.2024 Hara: 31.08.2024 Hara: 31.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddvs.com
CIN: L85195AP1S84FLCO04507

www.drreddys.com




Dr. Reddy's Laborateries Ltd.
@ Formulaticn Unit-6
Dr. Reddyrs qo.. Vill. Khol, Nalagarh Road, Bad
. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxt: Ketopon® Dkcnpece (keToponak) TabAeTKH, ANCIEPripyeMbIe B IIONOCTH pTa, 10 Mr

Batch No / : V2401699 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHanuTH4eckui oT4yer Ne Jara ananuza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npoH3BOXCTBA I'open xo

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

Page40f8/Crp. 4 uz 8

E}o Test / [TokasaTens Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OAHOpPOAHOCTH Macchl 2/20 tablets - not more than = 20 % /

18/20 Tabnaerok — He Oonee + 10 %
2/20 TabneTok — He Gojee + 20 %

5 Disintegration time / 00 min 39 sec / 00 Mun 39 cex Not more than 3 min / He 6onee 3 Muu
Pacnapgaemocthb

6 Dissolution / PacTeopenue Unit-1/ Ta6ma-1 102% Not less than 75% (Q) of

. Ci5H13NO3°C4H ;1 NOs (ketorolac
Unit-2 / Ta6n-2 10176 tromethamine) in 15 min / He MeHee
Unit-3 / Ta61-3 100% 75 % Q) C1sH13NO3+C4H 1 NO;3

) (keTopoyaka  TPOMETaMHH)  4Yepes
Unit-4 / Tabn-4 100% 15 MHH
Unit-5 / Tabn-5 102%

Unit-6 / Ta61-6 102%

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

JAucnepcHocTh 710 pm sieve is formed. / Obpasyercs
ONHOPOIHAs CYCIEH3Ms, MPOXOAAIuast
CKBO3b CHUTO C pa3MepoM OTBEPCTHH
710 MKM.

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

ITpumeuanue: Ilpoaykt cootBeTcTBYET TpeboBanusam HJQ 3akaouenne: OJJOGPEHO

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

[ToarorosneHo: Santosh I[Tpoeepeno: Pardeep Kumar | Ongobpeno: Menemxep / fPKOBO,EI,I-!TE‘IIL

Kumar Maurya Y= Gj__:, Pavan Kumar Sharma ,[ A

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.08.2024 Hara: 31.08.2024 Hata: 31.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel-+97 400 49NN 29NN, Fax- +41 41 490N 2999, Fmail: mait@drrantdys ram
CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ‘;..

CERTIFICATE OF ANALYSIS

Dr. Reddy’'s Laboratories {td.
Formdulaticn Unit-6

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon® Dkenpece (ketoposak) tabnersu, aucneprupyemsie 8 nosiocty pra, 10 mr

Batch No / : V2401699 Batch Quantity / : 3600000 tab /
Cepusi Ne O6BeM cepun 3600000 tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AnanuTudeckuii oTyer Ne Jara ananuza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA I'ogen no

Analysis performed according ND / Ananus nposegen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page Sof 8/ Crp. Sus 8

8 Related impurities / PoxcreenHble npumecu
ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
l-FI/I)lpOKCI/IaHaJTOF Huxe npenena KOJIMYECTBECHHOTO
KETOpo.J1aKa onpenenenns (ITKO = 0.0032 %)
ketorolac 1-keto analog/ 0.04% Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaIOI KETOpOIaKa
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHAYHA 0.01%
HenneHTHHUIHPOBaHHAs
HpUMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npuMeceit

9 Water / Boaa 2.5% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbBI€ OPraHHYECKHE PACTBOPHTE/IM
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab /
HzonponaHon 10 Mxr B TabneTke He 6onee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
IMpumeuanue: IIpoaykT cooTBeTcTByeT TpeboBanuam HJI

Conclusion: APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Santosh ITposepeno: Pardeep Kumar | Onobpeso: MeHemkep / PykoBoaurensb
Kumar Maurya =+ ‘___4 - Pavan Kumar Sharma (‘?h;/
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.08.2024 Jara: 31.08.2024 Hara: 31.08.2024

Registered Office: 8-2-337, Road No. 3, Barijara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email; maii@dreddvs.com

CIN: L85195AP1S84PLLD04507
www.direddys.com




Dr.Reddy’s ‘f‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHKAT AHAJM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropon® Dkcnpece (keToposiak) Tab/eTKH, AUCTIEprHpyeMbI€ B TIOJOCTH pra, 10 Mr

: 3600000 tab /

Batch No / : V2401699 Batch Quantity /

Cepusa Ne Oo0Bem cepuu 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHanuTHuecknii oryer Ne JlaTa anaau3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npon3BoacTsa I'omen no

Analysis performed according ND / Ananu3s nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ C1p. 6 n3 8

11 Microbial enumeration tests / MukpoGHonornueckas Yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee yucno He 6onee 1000 KOE/r
a3pOoOHBIX MUKPO-
OpraHf3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obiiee He 6onee 100 KOE/r
YUCIIO NPOXKIKEBBIX 1
MJIECHEBBIX rpUbOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyTcTBHE B 1 T
12 Uniformity of dosage units / 35 Acceptance value (AV) not more than
OnHopoaHOCTh 15.0 / ITpuemouHoe 3HauyeHHue (AV) He
A03HPOBaHMA 6onee 15,0.
13 Assay / KonuyecTBeHHOE 9.9 mg /9.9 mr From 90mg to 11.0mg of
omnpeaescHHE (98.9 %) Ci15H;3NO3*CsH 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pa(e) 1 1,0 MTI' C15H13NO3’C4H1[NO3
(ketoponaka Tpomeramut) (ot 90,0 no
110,0 % OT 3a4BJIEHHOr0 KONUYeCTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0922 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0922 mr B TabneTke He menee 0,042 mr B TabneTke
OyTHUIrHAPOKCHAHH30JIA

Remarks: The Product conforms to ND/

Ipumeuanue: ITponykT cooTeTcTBYeT TpeboBanuaM H/J

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToprorosneHo: Santoshy I[Tpoepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykooaurens
Kumar Maurya o il ~ [ Pavan Kumar Sharma )f:in’"\—-f:"
Reprint Date / Reprint Date / Reprint Date / -

Jara: 31.08.2024 Jata: 31.08.2024 Hara: 31.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel, +91 40 4900 2900, Fax: +91 40 4301 2999, Fmail; mait@drredidys com
CIN: L85195AP1584PLCO04A507

wwww.direddys.com




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

Qe
? a@ Vill. Khol, Nalagarh Road, Badd,
DI’. Red dY S Q.‘ Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS ~ '° 31 98166 50001-02
CEPTU®UKAT AHAJIM3A www-grrecdys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon®™ Dkenpece (keroponak) TabneTkH, AHCHEPrHPYEMbIE B IONOCTH pTa, 10 Mr

Batch No / : V2401699 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHanHTHYECKHH oTUeT No JarTa ananusa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npon3BoacTBa Togen no

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

Page 7of 8/ Crp. 7u3 8
15 | Package/ Ynakoska 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 | Tabnetok B Giuctepe us (IIA/AJI/TID ¢
pack. / Ilo 10 Ttabnetok B | Bnaromornorutenem/I13BII) onsru //
6nuctepe w3 (TMMA/AJI/TID ¢ | (TI2/AJ) doneru. [To 1 unu 2 6nucTepa
Brnaromnorjotutenem/[19BIT) C MHCTPYKIHEl 00 NpUMEHEHHIO B
¢doneru // (II3/AJ) doneru. [lo | HmadKy KAPTOHHYIO.
2 6myctepa ¢ MHCTPYKIMEH 1o

NPUMEHEHHIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootercTBuu ¢ H]J

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

XpaHenue

18 | Shelf life / Cpok roaHocTn 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 BbINMyCKe NEKAPCTBEHHOTO MpenapaTa KOHTPOIL KauecTBa N0 Moka3aTe/io « MuKpoOHooruyeckast
YHCTOTa» NPOBOAMTCS AJsl Kaxkaoii 20-oii cepuu, UM /IS OQHOH CEpHH B Iofi, B 3aBHCMMOCTH OT TOI0, YTO
HACTYIUT paHbllIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIpogykr cooTBeTcTBYeT Tpeboanuam HJJ 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[NoaroroeneHo: Santosh;g IMposepeno: Pardeep Kumar | Ono6peno: Menemkep / PyRoBonurens

Kumar Maurya - Pavan Kumar Sharma atin——
poy Ci/j‘ ;,;’/

Reprint Date / Reprint Date / Reprint Date /
Jara: 31.08.2024 Jlara: 31.08.2024 Jara: 31.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com



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

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

Dr.Reddy’s ‘;‘o

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Ketopon® Dkcrnpece (keToposiak) TabneTky, AUCeprupyeMble B OI0CTH pra, 10 mr

Batch No / : V2401699 Batch Quantity / : 3600000 tab /
Cepus Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHaJHTHYECKHHA oTyeT No JlaTa ananuza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npoH3BoAcTBa T'onen oo

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

Page 8 of 8 / Crp. 8 uz 8

API name / HaumeHnoBanne ADC:

Ketorolac tromethamine / Ketoponaka
TPOMETaMUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

ABRH004345, ABRH004779

Homep cepun npoussoautess ADC:

FP Manufacturer API Batch number /

Homep cepnu cy6cTanuuu npouspoautens ['JId:
API Manufactured by & country/
Ipousoautens A®C, crpana:

FERA00299, FERA00300

Dr. Reddy's Laboratories Ltd., India /
H-p Penau'c JTaboparopuc Jita., Uuaus

Conclusion: APPROVED /
3akiaouenne: OJIOBPEHO

Remarks: The Product conforms to ND/

ITpumeuanue: IponykT cooTBercTBYET TpeboBanusm HJL
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh [TpoeepeHo: Pardeep Kumar | OnoGpeno: MeHemkep / RykoBoanTeilb

Kumar Maurya e I Pavan Kumar Sharma Jt«;/

Reprint Date /
Jara: 31.08.2024

Reprint Date /
Hara: 31.08.2024

Reprint Date /
Jara: 31.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddvs.com
CIN: L85195AP1S84PLCO0N45D7
www.drreddys.com




