Dr.Reddy’s Qr'."'

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxrt: Keropon® Dkcnpecc (keToponak) TabneTkH, AUCIIEpPrHpyEMBIE B IIONOCTH pTa, 10 Mr

Batch No / : V2400609 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002498391 Date of Analysis / : 23.04.2024
AHaJHTHYECKHH oTueT No JlaTa ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npou3BoJcTBa T'onen mo

Analysis performed according ND / Ananuz nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of8/Crp. 1 u3 8

Jl‘io Test / IToka3aTesab 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. / Kpyrnele, 1wiockue | Kpyrisle, miockue TabneTku ¢ dhackoii,
TabeTku ¢ ¢ackoil, CBETIO- | CBETNO-XKEJNTOrO LBETa C IPaBUPOBKOM
XKEJITOTO IBe€Ta C TIPaBUPOBKOM | «I» Ha OOHOM CTOpOHE.
«» Ha OHOM CTOpOHE.

2 Identification / ITognMHHOCTE

Ketorolac / Kemoponax

a) ByuUv/

Y®-cniektpodoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpl
NOTTIOLIEHHs UCIIBITYEMOTO PacTBOpa U
pacTBOpa  cTaHaapTHoro  ofpasua
KEeTOpoJiaka TpOMETaMHHA  JOJDKHBI
HMMETh MaKCUMYMEI IIPU OIHOM U TOH e
JUTHHE BOJHE! (£ 2 HM).

Remarks: The Product conforms to ND/

Tpumeuanne: [poaykr covrserctyet TpeSopanuam HJ{

Conclusion: APPROVED /
3axkmouenue: OJQGBPEHO

Prepared by /
Iloarorosneno: Ranjeet
Maurya

Checked by /
IIporepeno: Santosh Kumar

Approved by: Mandger/Executive /
Onobpeno: Menepkep / P_\'KTOI[HTCHL

Abhishek Chauha

&

—

=

Reprint Date /
Hara: 23.04.2024

Reprint Date /
MHara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, 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
HponyxT: Ketopon™ Dkcnpecc (keToponak) TabneTky, AMCIeprupyembie B NoJI0CTH pra, 10 Mr

Batch No / : V2400609 Batch Quantity / : 3600000 tab /
Cepus Ne O06bem cepun 3600000 Tab
Analytical Report No / : 040002498391 Date of Analysis / : 23.04.2024
AnanurHyeckuii oTyer Ne JlaTa ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JdaTa npon3BoacTBa T'omen mo

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

Page2of 8/ Crp. 2 u3 8

No

Test / [IokaszaTennb
Ne

Results / Pe3ynbTatsl

Specification / Hopma

b) By HPLC / BDXKX

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 ylepXuBaHHA
OCHOBHOIO MNMHKa Ha XpoMaTorpamme
HCTIBITYEMOTO  pacTBOpa  HOJIKHO
COOTBETCTBOBATE BpEeMeHH
yIOepXuBaHUs OCHOBHOTO IMKa Ha
XpoMaTorpaMme pacTBopa
CTaHAAPTHOTO KeTopoJiaka
TpOMeTaMKHa (pazmen
«KonuyecTBeHHOE ONpeieNIcHHE).

obpasua

Remarks: The Product conforms to ND/
Ipumeyanue. TIpuayri covigecisyel (pebusadmsam 1171

Conclusion: APPROVED /
Buxswuenne. OJQBIEITO

Jata: 23.04.2024

Jara: 23.04.2024

Prepared by / Checked by / Approved by: Mangger/Executive /
IToaroroeneno: Ranjeet Iposepeno: Santosh Kumar | OmobpeHo: Menemjep / Pykoroaurens
_ Maurya > Abhishek Chauha .-
2 b =
Reprint Date / Reprint Date / Reprint Date / !

Hata: 23.04.2024

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

www.drreddys.com




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keroposn” Dkenpecc (keToponak) TableTku, AMCIEpTHpyeMbIE B 0J0CTH pTa, 10 mMr

Batch No / : V2400609 Batch Quantity / : 3600000 tab /
Cepus Ne O06beM cepun 3600000 Tab
Analytical Report No / : 040002498391 Date of Analysis / : 23.04.2024
AHanuTHYecKHH oTueT Ne JaTta ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa pOK3BOACTBA Topen o

Analysis performed according ND / Auanu3s nposeaen mo HJI[:
JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Cip. 3 u3 8

}:’0 Test / IlokasaTesnb Results / PesyapraTh Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MMoaaumnmocT butylhydroxyanisole peaks on the
OYyTMArHAPOKCHAHHU30J1 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 yaep)KHBaHuUs
MUKOB  2-OyTUITHAPOKCHAHHU30JIA U
3-0yTUNrHIpOKCHAHH30a Ha
Xpomarorpamme HCTIBITYEMOTrO
pacTBOpa HOJDKHBI COOTBETCTBOBATh
BpeMeHaM yIepKHUBAHUS HUKOB
2-OyTUNTHAPOKCUAHH30M1a "
3-6yTHIrHIPOKCHAHH30J1a Ha
XpoMaTorpaMme pacTBopa
CTaHAApPTHOTO obpasia
OyTUITHAPOKCUAHU301a (paznen
«Copnepxanue
Oy THITHAPOKCUAHU30IAN).
4 Average weight / Cpeausis 68.3 mg/ 68.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr o 72,8 mr (70,0 Mmr+ 4,0 %).

Remarks: The Product conforms

Ilpumeuanue: IlpoaykT cootBercTBYeT TpeGopaHusam HJT

to ND/

Conclusion: APPROVED /
3axawuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /

TMoaroroeneHo: Ranjeet IIpoBepeno: Santosh Kumar | Omobpeno: Menemxép / Pykopopurens
(,R\)/ Maurya g},f Abhishek Chauhan - :

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.04.2024 Hara: 23.04.2024 Jara: 23.04.2024

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":

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

CEPTUO®HKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon® Dkcnpece (keToponak) TabneTkH, AUCTIEPripyeMbie B NONOCTH pTa, 10 mr

Batch No / : V2400609 Batch Quantity / : 3600000 tab /
Cepus No Qo0Bem cepiun 3600000 Tab
Analytical Report No / : 040002498391 Date of Analysis / : 23.04.2024
AHaJnTHYecKHi oTUeT No JlaTa ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara mpoH3BoaCTBA T'onen oo

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

Page4 of 8/ C1p. 4 n3 8

Jl:'o Test / IlokazaTenb Results / PezynpTatsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOpPOAHOCTHL MACCHI 2/20 tablets - not more than = 20 % /

18/20 Tabnetox — He Oonee + 10 %
2/20 tabnerok — He 6onee = 20 %

5 Disintegration time / 00 min 20 sec / 00 muH 20 cex Not more than 3 min/ He 6osiee 3 Muu
Pacnagaemocth

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

. Ci1sH3NO3°C4H; 1 NO3 (ketorolac
Unit-2 / Tabn-2 LOSi% tromethamine) in 15 min / He MeHee
Unit-3 / Tabn-3 101% 75% Q) CisH13NO3C4H; (NO3

i . (keToponaka  TpOMETaMHH)  4epes
Unit-4 / Tabn-4 103% TSENE
Unit-5 / Tabx-5 103%

Unit-6 / Ta6n-6 103%

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

HAucnepcHocTh 710 pm sieve is formed. / O6pasyeTcs
OJHOPOJHAs CYCICH3M, NpoXoasias
CKBO3hL CHTO C pasMepoM OTBEPCTHH
710 MxMm.

8 Related impurities / PoacTBeHHbIe IpUMecH

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

[pumeuadne. Lpoayki coviseicisyct 1pebusannam 111 Jaxmogyenue: OJOLILIIO

Prepared by / Checked by / Approved by: Managgr/Executive /

IToarotosinexo: Ranjeet INposepeno: Santosh Kumar | Onobpeno: Menemxgp / Pykosonyrens

Maurya Abhishek Chauhan | >
- / ! E
Reprint Date / Reprint Date / Reprint Date /
Harta: 23.04.2024 Jara: 23.04.2024 Hara; 23.04.2024

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@drraddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 55001-02
www.drreddys.com

Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopon® Dkenpecc (keToponak) TabieTky, AUCIeprupyemMble B M0J10cTH pra, 10 mMr

Batch No / : V2400609 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6beM cepun 3600000 tab
Analytical Report No / : 040002498391 Date of Analysis / 1 23.04.2024
AHanutuyeckuii oruer Ne Hara anannsa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JiaTa npou3BOACTBA T ogen go

Analysis performed according ND / Ananm3 nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 50of 8/ Crp. Su3 8

ketorolac 1-hydroxy analog /
1-ruapoxcuaHanor
KeTopoJiaka

Below LOQ (LOQ = 0.0032 %) /
Himxe npenena KOIHYECTBEHHOTO
onpeaenenus (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-keToaHanor keTopojaka 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eANHUYHAA
HenJeHTUGHIHUpOBaHHASL 0.02 %
IpHUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit
9 Water / Boaga 23% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTraTouHble Opranuyeckue pacTBOpPUTEH

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

Isopropyl alcohol /
H3onponanon

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Remarks: The Product conforms to ND/
Ilpumeuanue: Ilponykr cooTeercTBYeT TpeboBanusm HJI

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

IloaroroeneHo: Ranjeet Iporepeno: Santosh Kumar | Omobpeno: Menemilep / Pykosogurensb
@ Maurya Cf/‘, Abhishek Chauhan -

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.04.2024 Hara: 23.04.2024 Hara: 23.04.2024

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



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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 55001-02
www.drreddys.com

Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkcnpece (keTopornak) TabaeTkH, JUCTIEPrUpYeMble B OJI0CTH pTa, 10 Mr

Batch No / : V2400609 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepHu 3600000 Tab
Analytical Report No / :+ 040002498391 Date of Analysis / : 23.04.2024
AHauTHYEeCKHNH oT4eT No JlaTa aHAJIH3A

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jarta npon3BoacTBa T'onen oo

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

Page 6 of 8/ Crp. 6 u3 8

11 Microbial enumeration tests / MukpoGuoJsiornueckasi 4ucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee yncno He 6onee 1000 KOE/r
a3p0OHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He Gonee 100 KOE/r
YHUCIO JPOACKEBBIX U
MUIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B I 1
12 Uniformity of dosage units / 2.2 Acceptance value (AV) not more than
OanopoaHoCTb 15.0 / llpuemouHoe 3HaueHue (AV) He
J03UpPOBAHUSA 6oee 15,0.
13 | Assay/ KoanyecTBeHHOe 9.9mg/9.9 mMr From 90mg to 11.0mg of
ompeaesieHue (98.9 %) Ci5H13NO3*C4H1 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pie] 11,0 M C15H13NO3'C4H1 1N03
(xetoponaka tpoMetamus) (ot 90,0 no
110,0 % OT 3asBJICHHOI0 KOJTUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0939 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHune 0.0939 mr B TabneTke He menee 0,042 Mr B TabneTke
Oy THJITHAPOKCHAHN30.J1a

Remarks: The Product conforms to ND/

[Mpumeuanue: ITponykT cooTBeTcTBYeT Tpebopanuam HJJ

Conclusion: APPROVED /
3axmoyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Ranjeet [Mposepeno: Santosh Kumar | Onobpeno: Menegkep / Pykogoaurens
Maurya Q- Abhishek Chauha ]
o = P
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.04.2024 Hara: 23.04.2024 Jara: 23.04.2024

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¢

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Kertopon™ Dxcnpece (keToposiak) TabieTku, JUCIEPrupyemMble B NOJIOCTH pTa, 10 mr

Batch No / 1 V2400609 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002498391 Date of Analysis / : 23.04.2024
ApaJuTHYeCKHIl oTyer Ne JlaTa aHaIH3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTta nponssoacTsa l'ogen no

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

Page 70f 8/ Crp. 7 u3 8

15 | Package/ YnakoBka

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. / Tlo 10 tabnerox B
onuctepe w3z (IIA/AJVIID ¢
snaromnoriorureneM/I12BIT)
donsru // (ITS/AJT) doneru. Tlo
2 Omcrepa ¢ MHCTPYKLMEH 1O
NPUMEHESHHUIO B nayKy
KapTOHHYIO.

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. / Tlo 10
tabnerok B Guucrepe us (ITA/AJI/TID ¢
piaronoriotuteaeM/[19BIT) doneru //
(IT3/AJT) donsra. Io 1 wu 2 Gnuctepa
C MHCTPYKLUMEH IO INPUMEHEHHIO B
MavyKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBercTBuu ¢ H]|

17 Storage conditions /
XpaHenue

Below 25 °C. / [Tpu Temnepatype He Bbiwe 25 °C.

18 | Shelf life / Cpok rognocTu

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 JIEKAPCTBEHHOr0 NPeNapaTa KOHTPOJIb KauecTBa o nokasareio «Mukpobuoaornueckas
YHCTOTa» MPOBOAHTCA M5 KaxKA0ii 20-0ii cepuy, MM 119 OAAHO# cepuH B rOA, B 3aBHCHMOCTH OT TOT0, YTO

HACTYNMT paHbLUE.

API name / HaumenoBanue A®C:

Ketorolac tromethamine / KeToponaka

TpOMCTAMHH

Remarks: The Product conforms to ND/
Mpumedanue: TTpaaykT conTrReTeTRYeT TpeOoranuaM HJT

Conclusion: APPROVED /

3akmuenne: QJORPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /
[MoarorosneHo: Ranjeet ITposepeno: Santosh Kumar | Onobpeno: Menemwkgp / Pykosgaurens
v/ | 5. Maurya Abhishek Chauhan 7
_ — ;
Reprint Date / Reprint Date / Reprint Date /
Jata: 23.04.2024 Jara: 23.04.2024 Jara: 23.04.2024

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@drraddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q,‘."

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTHOUKAT AHAJINU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkcnpecc (keToposiak) TabNeTky, AMCTIEprupyemble B MOJIOCTH pra, 10 Mr

: 3600000 tab /

Batch No / 1 V2400609 Batch Quantity /

Cepust No O6beM cepun 3600000 Tab
Analytical Report No / : 040002498391 Date of Analysis / 1 23.04.2024
AHasmTHYEeCKHI oT4eT No JlaTa anannza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npoH3BOACTBa ['oxen go

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

Page8of 8/ Crp. 8 n3 8

Homep cepuu cy6eraHuuu nponsoautens JIdD:

INN / MHH: Ketorolac / KeToponak
API manufacturer batch number / ABRHO001225
Homep cepun npoussoantens ADC:

FP Manufacturer API Batch number / FER A00142

API Manufactured by & country /
Ipoussoanrens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlabopatopuc JIta., Unaus

Remarks: The Product conforms to ND/
[Tpumeuanue: [IpoaykT cootBeTcTBYeT TpeboBanusm HJL

Conclusion;: APPROVED /
3axknwuenne: OJJOBPEHO

Prepared by / Checked by /
[Moarotorneno: Ranjeet

®

Maurya P

IlpoBepeno: Santosh Kumar

Approved by: Managey/Executive /

Ono6peno: Menemkep / Pykosoaurens

Abhishek Chauhan ;
—

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Jara: 23.04.2024

Reprint Date / — /

Hara: 23.04.2024

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@drreddys.com
CIN: L85195AP1934PLC0O04507
www.drreddys.com



