Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (KeToponak) TabneTky, AUCeprupyeMble B NOJIOCTH pTa, 10 mMr

Batch No / : V2401032 Batch Quantity / : 3600000 tab /
Cepus Ne Obbem cepun 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AnajauTnyecknii oruer Ne JaTa anannza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara mpou3BoJcTBA I'onen no

Analysis performed according ND / Ananu3 nposeaen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8/ Crp.1 uz 8

N . .

Noo Test / [TokasaTens Results / Pe3ynbTaThl 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. / Kpyrpie, muockue | Kpyribie, miiockue TabneTku ¢ ackoli,
TabneTku ¢ (ackol, CBETNIO- | CBETJIO-XKEATOro LBETa C IrpaBUPOBKON
XeJITOr0 1[BeTa ¢ rpaBUpOBKOil | «|» Ha OAHOI CTOpPOHE.
«l» Ha OTHOM CTOPOHE.

2 Identification / [ToanUHHOCTE

Ketorolac / Kemoponak

a) Byuv/
V®-cnexkTpodoToMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
IOTJIOIIEHHS KCIIBITYEMOTO PacTBoOpa U
pacTBopa  CTaHiapTHoro  obpasua
KeToponaka TpPOMETaMHHA  JOJIAKHBI
UMEeTh MaKCUMYMbI U OXHOH U TOH ke
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Ilpumeuanmue: 1lpoaykT cooTseTcTBYET TpeboBaHMsAM H/|

Conclusion: APPROVED /
Jaxmodyenne: UJUbPEHU

Prepared by /

IMoaroroenexo: Ramakant

Bkt

Checked by /
ITporepeno: Santosh Kumar

Maurya %
=

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

Reprint Date /
Jara: 25.06.2024

\

Reprint Date /
Jlarta: 25.06.2024

Reprint Date /
Jlara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, india

Tei, +51 40 4900 2900, Fax: +91 4C 4300 29299, Email: maii@drreddyvs.com

CIN: 1L85195AP1984PLC004507

wyawdrreddys.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, INDA
Tel : +91 93166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Okempecc (ketoponak) TabneTku, AMCNeprupyemsle B NOIOCTH pTa, 10 Mr

Batch No / 1 V2401032 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AnajguTHdeckuii oTyeT Ne JlaTa anaausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa nponszsoacTsa T'onen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8§/ Crp. 2 3 8

No

Test / [loka3aTenab
No

Results / Pe3ynbTaThl

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 ynepxuBaHUA
OCHOBHOTO THKa Ha XpOMaTorpamMe
UCOBITYEMOTO  PacTBOpa  JIOJDKHO
COOTBETCTBOBAThH BpEMEHU
VIEpKHBAHHA OCHOBHOTO T@HKa Ha
XpOMaTorpamme pacTBOpa
CTaHZAPTHOrO KeTopoJiaka
TpOMETaMUHA (pasnen
«KonnuecTBeHHOE ONpeIesIeHHE).

obpasua

Remarks: The Product conforms to ND/
INpumeyanne. Hpuayrt coviseivisyel 1pebusannsm 11T

Conclusion: APPROVED /
Baruwuenne. OJJOLI'EITIO

Prepared by /
IMToxnrorosneHo: Rafqlakam

o

Checked by /
ITpoeepeno: Santosh Kumar
Maurya

o

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

bl

Reprint Date /
Hara: 25.06.2024

Reprint Date / ]
Jara: 25.06.2024

Reprint Date /
Hara: 25.06.2024

Registered Qffice: 8-2-237, Road No. 3,

Banjara Hills, Hyderabad - 560034, Telangana, indis

Tel, +51 40 4900 2800, Fax: +91 40 4300 2999, Email: maii@drreadys.com

CIN: 1.85195AP1984PLCO04507
wweydrracidvs.com




Dr.Reddy’s Q,':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel 1 +91 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkenpecc (keToposak) TabaeTku, JUcreprupyeMple B N0N0CTH pra, 10 Mr

Batch No / : V2401032 Batch Quantity / : 3600000 tab /
Cepun Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AnaJinTnyeckuii oTyer Ne Jara anannza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara npoun3BoacTBa T'omen no

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

Page3 of 8§/ Crp. 3 uz 8

;0 Test / Tloka3zaTesb Results / PesynbTaTts! Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToaMHHOCTHL butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHH30J1 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). / Bpemena ynepKHBaHUA
MUKOB  2-OyTMITMAPOKCHAHU30/1a U
3-6yTUNruApOKCHaHU301a Ha
XpoMaTrorpaMme HCIIBITYEMOTO
pacTBopa AOMKHbl COOTBETCTBOBATh
BpeMeHaM YAEPKUBAHUS MHUKOB
2-6yTUNTHAPOKCUaHU301a u
3-6yTHIrUAPOKCUaHU301a Ha
XpoMaTorpamme pactBopa
CTaHIAapPTHOTO obpazua
OyTUNrUAPOKCHAHU30Ma (pazmen
«Conep:xaHue
OYTHITHAPOKCUAHH30.1a»).
4 Average weight / Cpenuss 70.4 mg / 70.4 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/
Hpumeuanue: [poaykr cooteTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoarotoeneno: Ramakant

Bl

Checked by /
IpoeepeHo: Santosh Kumar
Maurya

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

Reprint Date /
JHara: 25.06.2024

Reprint Date /
Jlarta: 25.06.2024

Reprint Date /
Hata: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tal. +91 40 4800 2900, Fast: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP19S4PLC004507
wwvedrreddys.com

=



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |id.
Formulation Unit-6

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

CEPTUO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Dkcnpece (KeToponak) TabNeTkH, JMCeprupyeMble B HOJIOCTH pra, 10 Mr

Batch No / 1 V2401032 Batch Quantity / : 3600000 tab /
Cepua Ne Oo6bem cepuu 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AHaduTHYecKHi oTueT No JaTra ananuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara npon3soacTBa Tomen go

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

Page 4 of 8/ C1p-4 13 8

Jl:]o Test / Iloka3aTenb Results / Pe3ynbraTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTEL MacCEhI 2/20 tablets - not more than = 20 % /

18/20 Ttabaerox — He OGonee = 10 %
2/20 tabnetok — He 6onee = 20 %

5 Disintegration time / 01 min 07 sec / 01 mun 07 cek Not more than 3 min / He 6onee 3 mun
PacnapaemocTb

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 99% Not less than 75% (Q) of

. CisH3NO3C4H 1 NO3 (ketorolac
Dl Ralu=2 e tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% 75% (Q)  CisHisNO3*C4Hi1NO;s

. . (keToponaka  TpOMETaMHH)  dYepes
Unit-4 / Tabn-4 104% 15 mii
Unit-5 / Tabn-5 99%

Unit-6 / Tabn-6 99%

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

JucnepcHocTh 710 pm sieve is formed. / O6pazyeTcs
' OIHOpOIHAs CYCHEH3UdA, NpOXoAdllas
CKBO3b CHTO C pa3MepoM OTBEpCTUii

710 MxMm.

Remarks: The Product conforms

[Tpumeuanue: [IpoaykT cooTBeTcTByeT TpeboBanuam HJI

to ND/

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Ramakant

i

Checked by /
[TpoeepeHo: Santosh Kumar

Maurya @7

e

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

L]

Reprint Date /
Hara: 25.06.2024

Reprint Date /
Jata: 25.06.2024

Reprint Date /
Jlata: 25.06.2024

Registered Office: 8-2-237, Rozd No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, indis
Tel, +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIM: 1L.85195AP19S4PLCO04507
wwivdrreddys.com



' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkenpece (keTopoJiak) TabneTkH, AUCIIEPrUpyeMbIe B IOJIOCTH pTa, 10 Mr

Batch No / : V2401032 Batch Quantity / : 3600000 tab /
CepHa Ne O0BeM cepHH 3600000 tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AHaJIHTHYECKHH oTYeT No JlaTa anaausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npoH3BOACTBA T'ogen no

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

Page Sof 8/ Crp. S uz 8

ketorolac 1-keto analog/
1-KeToaHaNOT KeTOpoIaKa

8 Related impurities / PoncTBeHHbI¢ NPUMECH
ketorolac 1-hydroxy analog /
1-ruapokcuaHanor Below LOQ (LOQ = 0.0032%) / Huxxe
KETopoJsiaka npejena KOJIMYCCTBCHHOT'O

onpeaenenus (ITKO = 0.0032%)

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

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

0.08%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eMHUYHAS
HeHAEeHTUUUMPOBaHHAS
npHMech 0.01%
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Bona 24% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTraTouHble OpraHu4ecKie pacTBOPUTEH

Isopropyl alcohol / 5 pg/tab/

Hsonponanon 5 MKT B TabneTke

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

Remarks: The Product conforms to ND/
L lpumedanue: 1lpogyKT COOTBETCTBYET TpeboBaHUIM H /|,

Conclusion: APPROVED /
Jakawuenne: U UbPEHU

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Ramakant [Mposepeno: Santosh Kumar | OnobpeHo: Menemxkep / PykoeoanTesb
@‘AM Maurya m/ Manoj Kumar X
/ —
Reprint Date / : Reprint Date / Reprint Date /
Hara: 25.06.2024 Hara: 25.06.2024 Hara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangane, india
Tei. #8140 4800 28C0, Fax: +81 40 4900 2929, Email: maii@drreadys.com
CIN: L85195AP1984FPLCO0AS07
wwavdrreddys.com



Dr.Reddy’s €3¢

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

CEPTUDIHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Oxcnpecc (keToponak) TabneTku, AMCeprupyemsie 8 noa0ceti pra, 10 mr

Batch No / : V2401032 Batch Quantity / : 3600000 tab /
CepHs Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AnaJuTHYeCKHH oTueT Ne JaTa ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Hdara npou3BoacTsa Togen no

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

Page 6of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uoJsioruyeckast Yyncrora™
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obutee gucno He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6ee He 6onee 100 KOE/r
YUCIO JPOAOKEBBIX U
TUTeCHEBbLIX TpUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHE B 1 T
12 Uniformity of dosage units / 6.7 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / TTpuemouHoe 3HadeHue (AV) He
J03UPOBAHUSA 6onee 15,0.
13 Assay / KosinuecTBeHHOe 10.2 mg/ 10.2mr From 90mg to 11.0mg of
onpesesieHHE (101.7 %) CisHi3sNO3*C4H(1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
o 11,0 MI C15H13NO3°C4H11NO3
(xetoponaka tpomeramuH) (ot 90,0 mo
110,0 % oT 3as1BJIEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0983 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0983 mr B TabieTke He menee 0,042 Mr B TabneTke
Oy THJIrNAPOKCHAHU30/12

Remarks: The Product conforms to ND/
[Mpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Ramakant ITpoBepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoaurens
" Maurya Manoj Kumar '
'.'/ —
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.06.2024 Hara: 25.06.2024 Hara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tal: 61 40 4900 2800, Fax: +91 40 4900 2999, Email: maii@drreddvs.com

CIN: L85195AP1984PLLCO04507
www.drreddvs.com



Dr.Reddy’s Q,‘:‘

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Ketopon™ Dkenpecc (ketoposak) TabneTky, AUCIeprupyeMble B MOJI0OCTH pTa, 10 mr

Batch No / 1 V2401032 Batch Quantity / : 3600000 tab /
Cepns Ne O61em cepun 3600000 tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AnangTHueckuii oTyet Ne JlaTa anajanza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npoH3BoAcTBA Togen no

Analysis performed according ND / Anann3s nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70f 8/ Crp. 7 u3 8

10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with

15 Package / YnakoBka
(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. / ITo 10
information leaflet in a carton | Tabnetok B Giuctepe us (ITA/AJI/TID ¢
pack. / Tlo 10 Tabnerox B | Bnaronormotutenem/II3BII) doneru /
onucrepe w3 ([TA/AJI/IID ¢ | (II3/AJ]) donsru. Mo 1 unn 2 6nucrepa
Bnaronorjoturenaem/I12BIT) C HUHCTpyKIMeH 1o MNPUMEHEHHIO B
doneru // (I12/AJ1) ¢onsru. I[lo | nmayky KapTOHHYIO.
2 Onucrepa ¢ HHCTPYKUHMEH IO
NpUMEHEHHIO B nauKy
KapTOHHYHO.

16 | Labeling / MapkupoBka According to ND / B cootsercTBuu ¢ HJI

17 | Storage conditions / Below 25 °C. / IIpu Temneparype He Beiiie 25 °C,

XpaneHue
18 | Shelf life / Cpox roanoctu 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.
* JIpH BbINyCKe JIEKAPCTBEHHOTO MPENapaTa KOHTPOJIb Ka4ecTBa Mo Nnokasateaio «Mukpobnosioruyeckas
YHUCTOTA» MPOBOAMTCS ISt Kaxkaoii 20-oii cepuu, HAH A5l OJHOI cepHH B Iol, B 3aBHCUMOCTH 0T TOr0, 4YTO

HACTYNIMT paHbILIE.

Remarks: The Product conforms to ND/
IMpumeyanue: [poaykT cooreeTcTByeT Tpeboanusm HJL

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMToarorosieno: Ramakant

Checked by /
IMpoeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonutennb
Manoj Kumar

e

Reprint Date /
Hara: 25.06.2024

Reprint Date /
Jlata: 25.06.2024

Reprint Date /
Hara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangzna, india

Tai.

+G1 40 4900 2800, Fax: +91 4C 4300 2998, Email: maii@drradivs.com

CIMN: 1831354P1984PLC0O0A507
www.drreddvi.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
www.drreddys.com

CEPTHO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropon™ Dkenpece (ketoponak) TabneTKH, AMCTIEPTHpPYEMBbIe B FIOJIOCTH pTa, 10 Mr

Batch No / 1 V2401032 Batch Quantity / : 3600000 tab /
Cepna Ne Oo6Bem cepuH 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AHATATHYEeCKHH oTueT No Jara ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npou3BoACTBA T'omen go

Analysis performed according ND / Anaius nposejien 1o H:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 / C1p. 8 m3 8

API name / Haumenopanue ADC:

Ketorolac tromethamine / Keroponaka

Homep cepun cyberanunu nponssoautens [JID:

TPOMETAMUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRH002812
Howmep cepuii nponssoantess ADC:
FP Manufacturer API Batch number / FERA00194

API Manufactured by & country /
Ipoussoaurenn ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Peanu'c Jladoparopuc JITa., Muaus

Remarks: The Product conforms to ND/
Ipumeuanue: ITpoayKT COOTBETCTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Prepared by /
[Toaroroerieno: Ramakant

Rl

Checked by /
[Tposepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykoponurens

Manoj Kumar @a_»ﬁ

Reprint Date / v
Jlata: 25.06.2024

Ma
E
Reprint Date /

JlaTa: 25.06.2024

Reprint Date /
Jara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india

Tal, +G1 40 4900 2500, Fax: +91 4C 4900 2929, Email: maii@drreadys.com

CIN: 1.85195AP19S4PLCO04507

www.drreddyvs.com



