Dr.Reddy’s ":‘

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

CEPTUOPUKAT AHAJIN3A

IIpoaykr: Keropon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
* Dkcnpecc (keToponak) TablIeTKy, AUcIeprupyemble B MoJIocTH pra, 10 mMr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepus No Oobem cepun 3600000 tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AnajuTHyecKnii oTyer Ne JaTta anamsza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npon3soacTea I'onen no

Analysis performed according ND / Anajaus nposenen no HJ/L:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of8/Crp. 1 u3 8

Jl:)o Test / IToka3zaTennb Results / Pe3ynbrathl 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, rmiockue | Kpyrisle, mockue TabneTku ¢ Gackoi,
TabneTku ¢ (ackoif, CBETNIO- | CBETIO-XKEJNTOro LBETA C IPABUPOBKON
HKENITOro L(BETa C IPaBUPOBKOM | «I» Ha OIHOM CTOpOHE.
«l» Ha OJTHO# CTOpOHE.

2 Identification / IlonnmuHHOCTH

Ketorolac / Kemoponak

a) ByUv/
V®-cnekrpodoToMeTpus

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnektpsl
NOIJIOMIEHHS UCIBITYEMOrO pacTBopa u
pacTBopa  CTaHmapTHOro  obpasua
KeTOpoJlaka TpPOMETaMUHA  JOJDKHBI
HUMETh MaKCUMYMBI IIPHA OAHOM U TOH e
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykTt cootBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axnrwuenne: OJJOBPEHO

JHata: 16.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Shivani Devi | [Iposepeno: Rama Kant Onobpeno: Menemxep / PykoBoauTesns
5 ) M Manoj Kumar
j Quhud”
Reprint Date / Reprint Date / Reprint Date /

Jlara: 16.04.2024

Hara: 16.04.2024

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@drraeddys.com
CIN: L85195AP1984PLCDO4507
www.drreddys.com



Dr. Reddy's Laboratories 1td.
Formulation Unit-6

& w
Dr. Reddy’s ".. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS o itreclelys com

CEPTHO®HUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpece (keToposnak) TablieTKH, AUCTIEPrHpYeMBbIe B TOJIOCTH pTa, 10 Mr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepnsn Ne OoBem cepun 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / . 16.04.2024
AnaauTHyecKHii oTueT No Jarta ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
daTa npou3BoacTBa I'onen no

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

Page 2 of 8/ Crp. 2 n3 8

No

No Test / Iloka3aTesb Results / Pe3ynbraThl 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 yaepxuBaHus
OCHOBHOTO MHKAa Ha XpOMAaTorpamMme
HCMBITYEMOrO  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BPEMEHH
YNEP)KHUBAHUS OCHOBHOTO THMKa Ha
XpomaTtorpamme pacTBopa
CTaHJapTHOrO 06pasiia KeTopoJiaka
TPOMETaMHHA (paznen
«KonyecTBeHHOE ONpeieNieHHE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpogykT cooTBeTCTBYET TpeboBanusm HJL 3akmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Shivani Devi | IIpoBepeHo: Rama Kimt OnobpeHo: Menemxep / PykoBoaHTeb

ﬂfx % y‘!; Manoj Kumar
Reprint Date / Reprint Date/ | Reprint Date /
Jara: 16.04.2024 Hara: 16.04.2024 Hara: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation 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 Q3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Dkcnpecc (keToposiak) TabNeTKH, TUCTIEprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepug Ne Ob6beM cepuH 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AHaJiuTHYecKHii oT4eT Ne JlaTa apanausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JdaTa npousBoacTsa T'onen go

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

Page30f 8 /Crp.3 n3 8

‘]1;1‘0 N Test / IloxazaTennb Results / Pe3ynbsraTsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaMHHOCTD butylhydroxyanisole peaks on the
0y THNArHAPOKCHAHH301 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 yaepXUBaHHUA
NUKOB  2-OyTUITMIPOKCHAHH30Ia |
3-0yTHITHAPOKCHAHU30I1a Ha
XpOMaTorpaMme UCTIBITYEMOTO
pacTtBOopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM yAEpKMBAHUSA UKOB
2-0yTHUNrUIPOKCHAaHU301a u
3-0yTUArUApOKCHaHU301a Ha
XpOoMaTorpamme pactBopa
CTaHAapTHOTO obpasna
6yTWIrHAPOKCUAHU301a (paznen
«ConepxaHue

OYTHITHAPOKCHAHU3O0TIAN).

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot1 67,2 Mr a0 72,8 mr (70,0 Mr+ 4,0 %).

4 Average weight / Cpegnss 69.7 mg / 69.7mr

Macca

Remarks: The Product conforms to ND/

ITpumeuanue: [IpoaykTt cooTBeTCTBYET Tpebosanusm HJJ

Conclusion: APPROVED /
3akaouenue: OJJOGPEHO

Prepared by /
IToarotosnexo: Shivani Devi

Jr

Checked by /
[IpoBepero: Rama Kant

Quod

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykosganTe/ib
Manoj Kumar M
.-""'-'-‘J

Reprint Date /
Jara: 16.04.2024

Reprint Date / |
Jara: 16.04.2024

Reprint Date /
Jara: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

Do
DI’. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrt: Keropon® Dkenpece (keToposak) TabiaeTku, AUCIIEPrupyeMble B oI0cTH pTa, 10 Mr
Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepna Ne Oo0Bem cepuu 3600000 tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AHaJUTHYECKUH 0TYeT No JlaTa ananuza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npousBoacTea TI'open o
Analysis performed according ND / Ananu3s nposeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
Page 4 of 8/ Crp. 4 u3 8
ﬂ) 0 Test / TlokazaTenan Results / PesynbTatsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTH MacChl 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Oosnee + 10 %
2/20 Tabyetok — He 6onee £+ 20 %
5 Disintegration time / 00 min 27 sec / 00 mun 27 cex Not more than 3 min / He 6onee 3 Mmun
Pacnagaemoctb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
. C1sH13NO3*C4H11NOs (ketorolac
Unit-2 / Ta6n-2 100% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 102% 75% (Q)  CisHisNO3*C4Hi1NO;3
) . (xeToponaka  TPOMETAaMHH)  4€pe3
Unit-4 / Ta6n-4 100% 15 Mun
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucoepcHocTh 710 pm sieve is formed. / O6pa3zyercs
OJJHOPOIHAs CYCIEH3Hs, MPOXOASLUAs
CKBO3b CHTO C pa3MEpPOM OTBEPCTHIA
710 MKM.
8 Related impurities / PoacTBennble npumecu
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: Ilpoaykrt cooTBeTcTBYET TpeOoBanusam HJT 3axkmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Shivani Devi | IIpoBepeno: Rama Kant Onobpeno: Menemxep / Pykoeoaprens
T ; Manoj Kumar /
2 <8
Reprint Date / Reprint Date/ Reprint Date /
Jata: 16.04.2024 Jara: 16.04.2024 JlaTa: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT 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
Ipoayxr: Keropon® Okcnpece (keToponak) TabAETKH, AUCIEPrUPYEMbIe B 10J10CTH pTa, 10 Mr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
ApajuTHuecKHi oTueT No JlaTa ananm3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npouszsoacrea T'onen o

Analysis performed according ND / Anaau3 nposegen no HJI:

JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page Sof 8 /Crp. S u3 8

ketorolac 1-hydroxy analog /
1-rugpoxcuananor
KeTopoJiaka

ketorolac 1-keto analog/
1-KeToaHanor KeTopojiaka

Any unidentified impurity /
eAMHUYHAas
HeUAeHTUGULIUPOBAHHAS
NpUMECh

Below LOQ (LOQ = 0.0032 %) /
Hwxe npenena KoMuecTBEHHOTO
onpeaenenns (ITKO = 0.0032 %)

Not more than 0.5 % / He Goxaee 0,5 %

0.10 %

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

0.02 %

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

Total impurities /
Cymma npumeceii

0.1% Not more than 1.0 % / He 6osee 1,0 %

9 Water / Bona

22 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTouyHble OpraHn4ecKue pacTBOPUTEH

Isopropyl alcohol /
H3zomponaxon

14 pg/tab /
14 Mkr B Tabnetke

Not more than 350 pg/tab /
He 6onee 350 MKr B TabiieTke

Remarks: The Product conforms to ND/
Ilpumeyanue: [IpoaykT cooTBeTcTBYET TpebGoBanusaM HJT

Conclusion: APPROVED /
3axnwyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotoeneno: Shivani Devi | IpoBepeno: Rama Kant Onobpeno: Menemxkep / Pykogoauresib
"(" @? . Manoj Kumar ﬂ !)! ! i
i
Reprint Date / Reprint Date / \ Reprint Date /
Jata: 16.04.2024 Jlara: 16.04.2024 Jata: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tul. 12110 1900 2500, Fax: 191 4U 450U 2999, Eiail: indtl@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



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

@
) o @ Vill. Khol, Nalagarh Road, Baddi
Dr.Red dy S ‘,0 Distt. Solan, H.P, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon” Dxcnpecc (keroposnak) TabieTku, AUCEprupyeMsble B MOJIOCTH pTa, 10 mMr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AHasmaTHYecKnii oTyer Ne JlaTa ananu3za

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTta npou3BoacTBa T'open no

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

Page 6 of 8 / Crp. 6 m3 8

11 | Microbial enumeration tests / Mukpo6uosaoruyeckas umcrora*

Count / O61uee yucno
a’pOoOHBIX MUKPO-

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

YHUCI0 APOAOKEBBIX 1
TUIECHEBBLIX rpuOOB

OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1ee He 6onee 100 KOE/r

¢) Escherichia Coli

NA Shell be absent in 1 gram /
OrcyTcTBHE B 1 T

12 Uniformity of dosage units / 6.4 Acceptance value (AV) not more than
OaHOpPOAHOCTD 15.0 / IlpueMoyHoe 3HaueHue (AV) He
XO3UPOBAHHSA 6onee 15,0.

13 | Assay/KonuuecTBeHHOe 9.8 mg/9.8 Mmr From 90mg to 11.0mg of
onpeaesieHue (98.4 %) Ci1sH3NO3°C4H;1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
o 1 1,0 Mr C15H13NO3‘C4H11NO3
(ketoponaka Tpomeramun) (ot 90,0 no
110,0 % oT 3aABIEHHOTO KOJIHYECTRA) B

TabaeTke
14 | Butylhydroxyanisole 0.0954 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0954 mr B Tabnerke He menee 0,042 mr B TabneTke
Oy THATHAPOKCHAHN301a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeyanne: IIpoaykT cooTBeTcTBYET Tpebosauuam HJT 3axiarouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToproronerno: Shivani Devi | [IpoeepeHo: Rama Kaﬁt‘ OnobpeHo: Menemxep / Pykosgaurenb
g)( &LMQU_L/ Manoj Kumar i
Reprint Date / Reprint Date / | Reprint Date /
Jata: 16.04.2024 Hara: 16.04.2024 Jlata: 16.04.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax; +91 40 4200 2999, Email: maii@drraddys.cam
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s “!‘

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 : +491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Okcnpece (keroposnak) TabaeTKH, JUCeprupyeMele B I0JI0CTH pTa, 10 mr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepua Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AHajiuTHyecKHi oTueT Ne Jlara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jdata npon3BoacTBa T'onen xo

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JIII-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 | 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 | Tabnerox B 6mucrepe usz (IA/AJUTIS ¢
pack. / Ilo 10 Tabnetox B | Brnaromornorutenem/IT3BII) donbru //
Gnucrepe w3 (MMA/AJ/ID ¢ | (I13/AJI) donsru. ITo 1 wnum 2 6nucrepa
Biarornorjorurenaem/I13BIT) C MHCTPYKUHMEH [0 NPUMEHEHHIO B
donsru // (IID3/AJT) donpru. ITo | mauky KapTOHHYIO.

2 brmuctepa ¢ MHCTPYKLMEH 1o
NPUMEHEHHUIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootsetcTBuun ¢ HJ{
17 | Storage conditions / Below 25 °C. / Tlpu Temneparype He Beiwie 25 °C.
XpaHenue
18 Shelf life / Cpok roanocTn 2 years /2 roza

* 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.
* TIpu BblIycKe JleKaPCTBEHHOr0 Npenapara KOHTPOJIb KayecTBa Mo nokasartesio «MuKpodoHonoruyeckast
YHCTOTa» MPOBOAUTCS A1 Kaxkaoi 20-oif cepuu, WJIM 4151 OAHOI cepuM B rojl, B 3aBUCUMOCTH OT TOI0, 4TO

HACTYNHUT paHbllIe,

API name / HaumenoBanune A®C:

Ketorolac tromethamine / Ketoponaka

TPOMETAMHUH

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykt cootBercTsyer Tpebopanvam HJL

Conclusion: APPROVED /
3axawouenne: OJIOGPEHO

Hara: 16.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarororneno: Shivani Devi | [Iposepeno: Rama Kant Ono6peno: Menemxkep / PykoepanTtens

T W Manoj Kumar 5‘ z t:
Reprint Date / Reprint Date/ Reprint Date /

Hara: 16.04.2024

Jlata: 16.04.2024

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q:?" ) Khol, Nalagarh

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcrpece (keToposak) TabneTky, AHCTEPrHpyeMble B IOJI0CTH pTa, 10 Mr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / 1 16.04.2024
AHaJIuTHYECKHIT 0TueT No JlaTa anajanza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npou3sBoacTea I'open no

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

Page 8 of 8 /C1p. 8 3 8

INN / MHH: Ketorolac / Ketoposak

API manufacturer batch number / ABRH001225

Homep cepun npoussoautens ADC:

FP Manufacturer API Batch number / FERA00142

Homep cepuu cy6cTanumu npoussoautens [JID:

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

IIpoussoauteapr APC, crpana; JI-p Peunn'c Jlaboparopuc Jita., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanusaM HJI 3akarouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosnenHo: Shivani Devi | IlpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBoautens

AT l@“‘l[‘u"/ Manoj Kumar {.
Reprint Date / Reprint Date / : Reprint Date / V
Jara: 16.04.2024 Jlara: 16.04.2024 Hara: 16.04.2024
Repistered Office: 8-3-337, Road Mo. 3, Banjarn Hills, Hyderabad - 500024, Telnngana, India
Tel 91 40 4800 2900, Fax: +21 40 18 mail: manfagrindiss.chm

CIN: LE5195AP 1084 PLCOCH50Y

vowvndrreddys.com




