Dr.Reddy’s €3¢

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
IpoaykT: Keropon” Dkenpece (ketoponak) TabneTxky, AUCIIEprupyembie B nojocTi pra, 10 mr

: 3600000 tab /

Batch No / : V2400676 Batch Quantity /

Cepna Ne O0LeM cepun 3600000 Tab
Analytical chort No/ : 040002510183 Date of Analysis / : 30.04.2024
AnanuTHYECKHH 0T9eT No Jlara anajmsa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoH3BOXCTBA I'onen no

Analysis performed according ND / Apanu3 nposeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagel1 of8 /Cip. 1 n3 8

No

No Test / IlokazaTenn

Results / Peayneratst

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyriuele, mockue
Tabnetkn ¢ (ackoif, CBETIO-
XKEJITOTO [BETA C IPaBHPOBKOM

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, mockue TabNeTky ¢ Gpacko,
CBETIO-XKEJITOr0 LBeTa C IPaBMPOBKOA
«I» Ha O[THOM CTOpPOHE.

«I» Ha OHOM CTOpOHE.

2 Identification / ITopnMsHOCTE

Ketorolac / Kemoponax

D By UV
Y®-cnextpodoTomeTpHsa

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-cnekTpsl
TOCJIOLIEHUS UCTIHITYEMOTO PacTBOPa U
pacTeopa  CTaHmapTHoro  ofpaswa
KeTopoJiaka TpPOMETaMHHA  AOJKHBI
HMETh MaKCHMYMBI IPU OIHOM ¥ TOM Xe
ANHHE BOJIHBI (£ 2 HM).

Complies / CooTBETCTRYET

Conclusion: APPROVED /
3axarouenne: OJIOBPEHO

Remarks: The Product conforms to ND/
IMTprmeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHusaM HJT

Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: Santos Ilposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoauTells
Kumar Maurya @- Amit Kumar s s

= o=
Reprint Date / Reprint Date / Reprint Date/
Jara: 30.04.2024 Jara: 30.04.2024 Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4200 2900, Fax: +51 4C 4900 2999, Email: maii@drreddys.com
CIN: L85155AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd_
Formulation Unijt-6

[ 1]
D r. Re d dy’s ".‘ Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dxrenpecce (keroponak) TabneTks, AUCneprupyeMble B ONOCTH pTa, 10 Mr

Batch No/ : V2400676 Batch Quantity / : 3600000 tab /
Cepua Ne O6neM cepuu 3600000 Tab
Anazalytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
Aupannrnveckuii oryer No Hara anainsa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npoH3BOACTBA |T'onen no :

Analysis performed according ND / Ananns nposeaeH iIO H:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of 8 /Crp.2 u3 8

No

No Test / ITokasaTesns Results / Pe3ynbTathl Specification / Hopma

b) By HPLC /B2XX 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 ynepXMBaHUA
OCHOBHOrO NHKa Ha XpOMAaTorpaMMe
HCOBITYEMOTO  pacTBopa  HOJKHO
COOTBETCTBOBATh BPEMEHHU
YAEPKMBAHHS OCHOBHOIO TMKa Ha
XpOMaTorpaMMe pacTBopa
CTaHAapTHOro ofpa3ua KeTopoJiaka
TpOMETaMHUHA (pazmen
«KOonu4ecTBEHHOE OMPENCIEHUER).

Remarks: The Product conforms to ND/ :Conclusion: APPROVED /
Ilpumeyanne: Ilpoaykt coorBeTcTBYET TpeboBaHusm H]T 3axmoyenue: OJOBPEHO

Prepared by / _ Checked by / Approved by: Manager/Executive /
TNoaroTorneHo: fSantc@ TTporepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pyxosoautesns
Kumar Maurya : 1 Amit Kumar S e

Reprint Date/ Reprint Date / Rep;int Date/
Jara: 30.04.2024 Hara: 30.04.2024 Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
wiww.drreddys.com




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.,
Farrulation 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
IpoayKT: Keropon” Dkenpecc (keroposiak) TabieTky, AHCHEPrupyeMiie B IOJOCTHU pTa, 10 mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepun Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis/ : 30.04.2024
AHANMTHYECKHH 0TYeT Ne Jata aganan3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoH3BOACTBA |Conen 1o

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

Page3 of 8/ Crp.3 uz 8

}:;0 Test / TlokazaTenb Results / Pe3ynbtaTs! Specification / Hopma
3 Identification Complies / CooTBeTCTRYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
LlogNMNHHOCTL butylhydroxyanisole peaks on the
6y THIITHAPOKCHAHM301 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). / BpeMmeHa yAepKHBaHUA
MHKOB  2-OYTWITHAPOKCHAHU30Md M
3-6yTHIrHAPOKCHAaHHU30s12 Ha
XpOMaTorpamme HCIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpeMEHaM  YAep)KUBaHHUA TIHKOB
2-0yTHNrdApOKCUaHU30a H
3-6yTHATUAPOKCHAHU30Ta Ha
XpOoMaTorpaMmme pactBopa
CTaHAAPTHOTO obpasua
OYTHIrHAPOKCHAHHU30JIa (paznen
«Copepxanune
6YTHUATHIPOKCHAHU30JIAY).
4 Average weight / Cpeauss 69.3 mg/69.3 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
macea OT167,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

HMyumedanne. Tpuayra covisecisyel ipeGusanmimv [T

to ND/

Conclusion: APPROVED /
Barnwuenne. OOBI'EIIO

Prepared by / _ Checked by /- Approved by: Manager/Executive /
Maprararnern: Sant Tporepero: Pardeen Kumar | Onofpeno: Menenxkep / PykoBoauntesns
Kumar Maurya ~ — Amit Kumar A ,/\:’:"

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2024 JHara: 30.04.2024 Iara: 30.04.2024

Registerecd Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: LB5185AP1984PLLC004507

wiwyw.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIW3A

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
Mpeayxr: Keropon™ Dkenpece (keToponak) TaGNETKH, AHCHEPTHPYEMEIE B TIONOCTH T4, 10 mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
CepHs Ne O6nem cepun 3600000 Ta6
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
Anpajmrugeckui oryer Ne Harta anannsa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara mpoH3BoACTBA I'ogen o

Analysis performed according ND / Ananus nposegen no H/L:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ Crp.4 u3 8

No

Test / lloka3zaTennb
Ne

Results / Pe3ynsTaTs!

Specification / Hopma

Uniformity of weight /
OIHOPOOHOCTH MaCChI

Complies / CooTBeTCTRYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — ue Gomee = 10 %
2/20 tabnetok — e 6onee + 20 %

3 Disintegration time /

00 min 17 sec/ 00 mus 17 cex

Not more than 3 min / He 6onee 3 MuH

PacnapaemMocThb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 103% Not less than 75% (Q) of
. CisH; 3NO3’C4H 1NO3 (ketorolac
Unit-2 / Ta6n-2 101% tromethamine) in 15 min / He meHee
Unit-3 / Ta6bn-3 104% 75% (Q)  CisHisNO3*CsH1NOs
) . (keToponiaka  TPOMETaMMH)  Yepes
Unit-4 / Tabn-4 96% 15 MUH
Unit-5 / Tabn-5 96%
Unit-6 / Tabn-6 97%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucrnepeHoOCTb 710 pm sieve is formed. / OBpazyercs

ONHOpPOIHAs CYCHEH3HA, NPOXOMsuIas
CKBO3b CHTO C pa3MepoM OTBEpCTUH
710 MKM.

8 | Related impurities / Pogereenible NpUMeECH

Remarks: The Product conforms to ND/
Ipumeyanue: IIponykT cooTsercTByeT TpeboBanmuam HJL

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroToBNeHO: Sante.r%'l Tposepeno: Pardeep Kumar | Ono6pero: Menemxep / PykoBoautesns
Kumar Maurya Amit Kumar W

- = = /\-:,/'
Reprint Date / Reprint Date / Reprint Date /
Jlata: 30.04.2024 Hara: 30.04.2024 Jara: 30.04.2024

Registered Office: 8-2-237, Road No. 3, Sanjara Hills, Hydersbad - 500034, Telangzna, indis
Tei. 61 40 4900 2900, Fax: +91 4C 4300 2929, Email: maii@drreddys.com
CIM: L851935AP1984PLC0O04507

wwedrreddys.com




Dr.Reddy’s Q-:-'

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
" CEPTH®UKAT AHAJIM3A www.drreddys.com

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

Hpoayxr: Keropon™ Dkenpecc

(xeToponak) TabNeTKH, AUCAEPripyeMbie B TIOJIOCTH Prd, 10 mr

Batch No / 1 V2400676 Batch Quantity / : 3600000 tab /
Cepis Ne 0OGbeM cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AnadmrHaecknii otyer Ne Hara anangsa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTta NpoH3BOACTBA T'ogen xo

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

PageSof 8/ Crp.Sn3 8

1-ruapOKCHaHATIoT

ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %

Hrbke npeieta KonH4eCTBERHO0
onpenenenus (IIKO = 0.0032 %)

KeToposaka
ketorolac 1-keto analog/ Not more than 0.8 % / He 6oaee 0,8 %
1-keToaHaI0r KETOpOJaKa 0.07 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eXMHHYHAA
HeupeHTUQUUHPORAHHAS 0.03 %
[PHMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMMa nipumeceit
9 Water / Bona 24 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouyHbie OpraHuyecKue pacTBOpuTeNn
Isopropyl alcohol / 05 pgltab / Not more than 350 pg/tab /
H3onponaxon 05 MKr B TabneTke He 6onee 350 mMkr B TabsneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TTpuveuanne: TonykT cooteerTeTByYeT TpeOopanuam HIT Baxmouenne: OJIOBPEHO "
Prepared by / Checked by / Approved by: Manager/Executive /

Tloarotoeneno: Santos
Kumar Maurya

TIposepero: Pardeep Kumar | Omo6peno: Menemxep / PykoBoautenb

Amit Kumar o
/& /

Reprint Date /

Reprint Date / Reprint Date /
JHara: 30.04.2024 Jata: 30.04.2024

Hara: 30.04.2024

Registzrzd Qffice: 8-2-237, Road No. 3, 2anjara Hills, Hyderabad - 500034, Telang2nz, indis
Toi. +81 40 4600 2960, Fax: #51 4C 42300 2998, Email: maii@drreddys.cam

CIN: 1.85195AP19S4FLCO04507
www.drreddvs.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Di. Reddy's Laboratories Lid,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 173 2G5, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon” Okenpece (ketoponak) TabaeTky, AMCIEprupyemsic B MoiocTy pra, 10 mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
CepHs Ne OGBeM cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AnaJurHdecKuii oruyer No Jiara asajmza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
daTa npoM3BOACTBA Toaen oo

Analysis performed according ND / Ananu3s nposenen mo HJ:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / Cyp. 6 uz 8

11 | Microbial enumeration tests / MukpoGuooruyecias uncTora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee HUCHO He 6osree 1000 KOE/r
a3pO6HBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHCJIO OPO}OKEBBIX M
TUTECHEBBIX rPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTtBHE B 1 T
12 | Uniformity of dosage units / 4.0 Acceptance value (AV) not more than
OAHOpPOOHOCTE 15.0 / TlpuemouHoe 3HaueHue (AV) He
A03HPOBAHUSA Gonee 15,0.
13 Assay / Konu4decTBeHHoe 9.9mg/9.9 Mr From 90mg to 11.0mg of
onpeaeneHHe (99.4 %) C15H13NO3+C4H  (NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
no 11,0mMr CisHp;sNO3*CsH | 1NOs
(xetoponaka TpoMetaMuH) (o1 90,0 no
110,0 % oT 3a9BNECHHOTO KOIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0925 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0925 Mr B Tabnerke He menee 0,042 mr B TabneTke
6y THATHAPOKCHAHH30/1a

Remarks: The Product conforms to ND/
ITpunmoramic: Ilpoayter coorneternyor TpoGonamim HI

Conclusion: APPROVED /
3awmotonuet OJJOEPEHO

JlaTa: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToproToBneno: SantosE ITpoBepeHo: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoautesns
Kumar Maurya L » Amit Kumar é ":’L_;/

Reprint Date / Reprint Date / Reprint Date / -

Hara: 30.04.2024

Jata: 30.04.2024

Registered COffice:
Ta!

2-237, Road No. 3
4000 2¢

Om

#2814

, 2anjara Hills, Hyderabad - 560034, Telangznz, indis
0Q, Fox: +91 4C 4200 2929, Email: maii@drredidvs.com

CIN: L551354P198IPLC004597

wwdiredidvz.com




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 2C5, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

www.drredcys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMponyst: Keropon® Dkcnpece (keToponiak) rabaeTKy, AHcneprupyeMsie B nojoctu pra, 10 mr

Batch No/ : V2400676 Batch Quantity / : 3600000 tab /
Cepnig Ne O0nemM cepil 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHaJHTHYECKHii oT4er Ne Jarta ananusa

Date of Manufacture / : 04/2024 Date of Expiry / + 03/2026
JlaT2 NpOH3BOACTBA I'ogen no

Analysis performed according ND / Ananus nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11112022

Page7 of 8/ Crp. 7uz 8

15 | Package/V¥Yna KoBKa

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. / Ilo 10 Ttabnerox B
6nucrepe u3 (MTA/AJIIID ¢
pyiaronorsioturenem/I13BIT)
donsru // (IIS/AJT) donsry. Ilo
2 6nucTepa ¢ MHCTPYKLHEH IO
NPUMEHEHHUIO B navky
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. / ITo 10
tabuetok s Gnucrepe m3 (ITA/AJIVIIS ¢
praronornoturenem/I13BII) doneru //
(T13/AJ1) onbru. ITo 1 unu 2 6nucrepa
C VHCTpYKLHMedl IO MNPHUMCHEHHIO B
nayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorBeTcTBHM ¢ HJI

17 | Storage conditions /
XpaHenune

Below 25 °C. / Ilpu Temnepatype He Bbime 25 °C,

18 Shelf life / Cpox roaHocTH

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.
* [1pn BLINYCKE JIEKAPCTBEHHOT0 TIPENapaTa KOHTPOJIb Ka4ecTBa MO NoKa3arTeto «MuKpOGHOIOTHYECKAS
YHMCTOTA» MPOBORUTCS AN KaKA0H 20-0fi cepHM, WIH ISl OHOH CepUH B rofl, B 3aBUCHMOCTH OT TOT0, 4TO

HACTYNUT paHblle.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tipumeuanne: [Iponyxt cootreTcTRyer Tpefosannam HIT 3akmiouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: Sa’nt‘osm IIpoeepeno: Pardeep Kumar | OpoBpeno: Merekep / PykoBoauTesns
Kumar Maurya =/ Amit Kumar e

= A __’...-r/
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.04.2024 Hara; 30.04.2024 TMara: 30.04.2024

Registered Office: §-2-237, Road No, 3,
Tet, +51 404900 2500, Fax: +52 40

9

CIN: 1851354P1

wwvsdireddys.cont

©anjara Hills, Hydersbad - 560034, Telangana, indis
as

00 29292, Email: maii@drraddys.com
084P,LCC04507

— e




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTH®OUKAT AHATI3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Skenpece (keToponak) TabneTkh, AMCNeprupyeMbie B NONOCTH prd, 10 mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepiist Ne Q6nem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
Anannraaeckuii orger Ne Jlara anannia

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoH3BOACTBA I'ogen no

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

Page80of8/Crp. 8 u3 8

- API name / HanmeHoBaHUE AQC:

Ketorolac tromethamine / Ketoponaka

Homep cepus cyBeranuuyn nponssoautens LIP:

TpOMEeTaMHH
INN/MHH: Ketorolac / KeToponak
API manufacturer batch number / ABRHO001226
Howmep cepun npouseoauteis AQC:
FP Manufacturer API Batch number / FERA00141

| API Manufactured by & country /
Mpoussonutens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc Jlta., MHaus

Remarks: The Product conforms to ND/

TTpumenanie: TTROTYKT cOOTBETCTBYET Tpebopanuam HJI

Conclusion: APPROVED /
Zaxmouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: Santosh Iporepeno: Pardeep Kumar | OnoBpeno: Menemwxep / PykoBosHTeNb
Kumar Maurya &}\ Amit Kumar &N

| =t oo
Reprint Date / Reprint Date / Reprint Date/
Iara: 30.04.2024 | Hara: 30.04.2024 Jara: 30.04.2024

Registerac Office: 8-2-237, Road No. 3, Sanjara Hills, Hyderabad - 560034, Telangznz, indiz
Ta}, G4 30 4900 72960, Fax: +91 4C 4300 2929, Email: maii@drizaiiys.com

CIM: L85135AP19S4PLCR04507

wwwvrdereadye.com




