Dr.Reddy’s @3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lty
Formulaticn Unit-6 )
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHMKAT AHAJTU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIponyxr: Ketopon®™ Drenpece (ketopoinak) TabneTky, AMcneprupyemsle B nogocty pra, 10 Mr

Batch No / : V2401699 Batch Quantity / :+ 3600000 tab /
Cepusa Ne O6bem cepui 3600000 T26
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHaJINTHYECKHH oTYeT No JlaTa anagn3za

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npou3BoACTBa Tomen npo

Analysis performed according ND / Auaans nposeagen o HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagel of 8/Crp. 1 m3 8

No

Test / Toka3aTenn
Ne

Results / PesymsTaTst

Specification / Hopma

1 Description / Onncanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrabe, miockue
TabneTkn ¢ Qackoi, caeTsO-
KENTOro LBETa C IPaBUPOBKOM

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnbie, 1nockue TabneTky ¢ dackoi,
CBET/IO-XKEJITOro LBeTa ¢ rPaBUPOBKOH
«» Ha ofiHOM cTOpOHE.

«l» Ha 0AHOIi cTOPORE,

2 Identification / IToyiusHOCTE

Kerorolac / Kemoponax

a) ByUv/

V®-cnextpodoTomMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / YO-criekTpsl
HOTJIOMIEHHMA MCIIBITYEMOTO pacTeOpa
pacTBopa  CTaHAapTHoro  o6pasua
KETOpONaKa TpPOMETaMHHA  JONKHE!
UMeTh MAKCHMYMGI TIPH ONIHOM ¥ TOH ke
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanne: Ipoaykr cooTBeTcTRYET TpeboBavuam HJ

Conclusion: APPROVED /
Baxmwuenne: OJOBPEHO

Prepared by /
IMoarorosneno: Santosh,
Kumar Maurya

P s

Checked by /
Ilposepeno: Pardeep Kumar

n

Approved by: Manager/Executive /
Onobfpeno: Menemikep / Pﬁ‘.':\mnumrrcm:

Pavan Kumar Sharma <jev——
_,.d":’/s

Reprint Date /
Jlata: 31.08.2024

Reprint Date /
HMara: 31.08.2024

Reprint Date /
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.cam
CIN: L85195AP1584FLCD04S07

www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 981€6 56001-02
www.drreddys.com

CEPTUDPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxenpece (keToponak) TabneTky, A¥CrieprupyeMbie B MoocTH pra, 10 mr

Batch No / : V2401699 Batch Quantity / :+ 3600000 tab /
Cepus Ne O0nem cepHn 3600000 Ta6
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHanuTHYecKH# oT'1eT Ne JIaTa aHAanH3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
HMara npou3BoOACTBA T'open g0

Analysis performed according ND / Ananus npoBeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12,2021, amend No2 from 11112022

Page20of8/Crp. 2 u3 8

No

No Test / IlokasaTensb

Results / PesynsTaTst

Specification / Hopma

b) By HPLC/B2XX

Complies / CooTBeTcCTBYET

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). / DBpems yaepXuBaHua
OCHOBHOTO IIHKa Ha XpOMaTOIrpaMMe
HCOBITYEMOTO  PacTBOpa  AOJDKHO
COOTBETCTBOBATH BpEMENU
YAEPXMBAHHA OCHOBHOTO [MKa Ha
XpoMaTorpamme pacTBOpa
cTaHJapTHOro 06pasua KeTopoJjaka
TpoMeTaMHHa (paznen
«KONMYEeCTBEHHOE OMPEAENEHHE).

Remarks: The Product conforms to ND/
Ipumeyanne: Ilponykr cooTrercTyer Tpebosanram HI{

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotoeneno: Santosh: Iporepeno: Pardeep Kumar | Onobpeno: Menemwkep / PygoBoauTesis
Kumar Maurya :‘;}. Qf_____ Pavan Kumar Sharma Ee_,?__.__
Reprint Date / Reprint Date / Reprint Date /

Hara: 31.08.2024 Hara: 31.08.2024 JHata: 31.08.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telaagana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C¢ 2999, Ernail: maii@drreddys.com
CIN: LB5195AP1584FPLCD045D7

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJTH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Sxcnpece (keroponak) tabneTky, aucneprupyessie 8 nofoery pra, 10mr

: 3600000 tab /

Batch No / 1 V2401699 Batch Quantity /

Cepua Ne O6bemM cepHH 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis/ : 31.08.2024
AmannTHyecKkuii oruer Ne Jlara aHaJH3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA Topcwu ao

Analysis performed according ND / Anann3s npoeegen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Cip.3us 8

JI:‘ M Test / ITokasaTens Results / PesyneraTsl Specification / Hopma

3 Identification Complies / CooTBeTcTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhyglroxyanisolc and 3-
IMopnuAHOCTH butylhydroxyanisole peaks on the
Gy THJITHAPOKCHAHH3ON chromatogram of the test solution

should correspond by the retention times
to 2-bulylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"

section). / BpemeHa yOepXUBAHHSA
NUKOB  2-OYTMINTHOPOKCHAHH30Ia H
3-6yTHNTHIPOKCHANMA30MTA Ha
XpoMaTorpaMmme HCIIBLITYEMOTO
pacTBOpa IOJDKHEI COQTBETCTBOBATH
BpeMeHaM  yJepKHBaHusA  THKOB
2-6yTHWITHAPOKCHAHN30/1d u
3-6yTIWITHAPOXCHAHH301A Ha
XpomarorpaMme pacTBOpa
CTaHIAPTHOrO . obpa3ua
Oy TUITHAPOKCHAHH30IA (pa3gen
«CopepsxaHue

6 THNCIAPOICHALIIIONAR ),

Macca

4 Average weight / Cpeanast

70.3 mg /70.3 mMr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr po 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
lpumeyanne: [IpoNYKT COOTBETCTBYET TpebOBaHHAM HI

Conclusion: APPROVED /
Saxaiouenue: ONOBPEHO

Harta: 31.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno: Santosk Tposepeno: Pardeep Kumar | Onebpeno: Menemxep / Pykosozurens
Kumar Maurya LW 4 Pavan Kumnar Sharma  <fan———

= ""I ——— _’-'_“:-’JJ
Reprint Date / Reprint Date / Reprint Date / ]

Jlata: 31.08.2024

JHara: 31.08.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 430C 2999, Email: maii@drreddys.com

CIN: L85195AP1584FLCODAST7
www.drreddys.com




Dr.Reddy'’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. 5olan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®HKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg’
poaykr: Ketopon® Dkenpecce (keroponak) rafnerkis. aucnepriipyembie s nonocty pra, 10 mr

'Batch Quantity /

: 3600000 tab /

Batch No / : V2401699

Cepus Ne O6bem cepin 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHaguTHdecknii oTyer Ne JIaTa apanmn3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jdara MpoH3BOACTBA Togen no

Analysis performed according ND / Auanus nposenen no H/I;
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page40of8/Crp. 413 8

Jl;;o Test / IlokasaTess Results / PesynbTarbi Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10% |
OxHOPOAHOCTE MAaCChI 2/20 tablets - not more than £ 20 % /

18/20 Tabnetox — ue 6Gonee * 10 %
2/20 Tabnetok — e Gonee £ 20 %

5 Disintegration time / 00 min 39 sec / 00 muH 39 cek Not more than 3 min/ He 6onee 3 Mun
PacnagaeMocTn

6 Dissolution / PacrsopeHue Unit-1/ Ta6n-1 102% Not less than 75% (Q) of

. C15H3NO3+C4H 1NO; (ketorolac
Unit-2 / Ta6n-2 e tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 100% | 75% (Q  CisHiNOs*CsHuNO;

) (keTopojlaka ~ TpOMETAMHH)  4epes
Unit-4 / Tabn-4 100% 15 noE
Unit-5 / Tabn-5 102%

Unit-6 / Tabn-6 102%

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

JucnepcHoCTh 710 um sieve is formed. / OBpasyeTca
OJHOPOAHAA CYCTIEH3HA, NPOXOIAIas
CKBRO3b CHTO C pasMepoOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms

Ipumeuanue: IIponykr cooTreTcTBYeT TpebosanmaM HIT

to ND/

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToBNEHO: Santosh@L Iposepero: Pardeep Kumar | Onobpeno: Mernemiep / PykopoanTesb
Kumar Maurya Y- S Pavan Kumar Sharma <ﬁa-‘ =
Reprint Date / Reprint Date / Reprint Date / -

Iara: 31.08.2024 Hara: 31.08.2024, JHara: 31.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4800 2999, Email: mai!@drreddys.com

CIN: L85195AP1584PLLC0O0D4597
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHAKAT AHAJIM3A

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

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

Ipoayxt: Keropon® Skenpece (ketoponax) TabieTkii, ancne

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

prispyesisic B monocty pra, 10 mr

Batch No / : V2401699 Batch Quantity / : 3600000 tab /
Cepnsi Ne O6Bem cepin 3600000 rab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
Ananurrueckuii oryer Ne Jlara ananuia

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npou3BOACTBA Togen o

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

Page50f8/Crp.5m 8

8 Related impurities / PoacTBeHHb1e npUMecH

1-ruapokcHaHanor
KETOpoJaKa

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

1-keToaHajior KCTOpoIaka

eIUHUHAA
HeuneHTHHUIMPOBaHHAS
1pHUMeECh

Any unidentified impurity /

Below LOQ (LOQ = 0.0032 %)/
Huxe 1pesiena KoNMM4ECTBEHHOIO
onpeaeneiius (IIKOC = 0.0032.%)

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

0.04%

Not more than 0.8 % / He Gonee 0,8 %

0.01%

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

Total impurities /
Cymma pumecei

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Booa

25%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hbie OprauuvecKue pacTBOPHTENH

Isopropyl alcohol /
HzonponaHon

10 pg/tab /
10 Mkr B TabneTke

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

Remarks: The Product conforms to ND/

Ipumeuanue: Ilponykr coorsercTayeT TpeboBanusm B/l

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

IMata: 31.08.2024

Jara: 31.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Monrorosneno: Santosh Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / PyroeoauTens
Kumar Maurya %/ - Pavan Kumar Sharma ﬁ-'?"/
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.08.2024

Registered u".)ffice: 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: L83195AP1584PLCO04507

www.direddys.com




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxT: Keropon™ Sxenpece (keroponak) rabneTkit, Ancneprupyem

jle B nonocTit pra, 10 Mr

Batch No / : V2401699 Batch Quantity / : 3600000 tab /
Cepna Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AnanuTudecknii oruer Ne Jara ananusa

Date of Manufacture / ; 08/2024 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA Topen g0

Analysis performed according ND / Anannz nposejen no HJL:
|J1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagc 60f8/Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uosornyeckas Yucrora*

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

Count / Ob1uee Yucio He 6onee 1000 KOE/r

a3poOHBIX MUKPO-

OpraHH3MoB

b) Total Combined Yeast NA Not more than 100 CFU/g/

and moulds count / Ob1ee He 6onee 100 KOE/r

YMCIIO NPOAOKEBBIX H

TUIECHEBRIX TPUGOR

¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B 1 I’

12 | Uniformity of dosage units/ 3.5 Acceptance value (AV) not more than
OnHopoaHOCTH 15.0 / TipuemouHoe 3HaueHue (AV) He
J03HPOBaHHS Gonee 15,0.

13 | Assay/KonumuecTBeHHoE 9.9mg/9.9 mr From 9.0mg to 11.0mg of
onpeaeieHHE (98.9 %) Ci5sH13NO;+C4H) ) NO3 (ketorolac

trometharmnine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 mr C1sH;3NO3°C4HNO3
(xeToponaka TpoMetamuH) (ot 90,0 1o
110,0 % OT 3asBNEHHOrO KOJIUYECTBA) B
TabneTke

14 | Butylhydroxyanisole 0.0922 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxkanne 0.0922 mr B TabneTke He menee 0,042 mr 8 TabneTke
6y THACHAPOKCHAHH30JIA

Remarks: The Product conforms to ND/

Ipumeuanue: [lpoaykr cooreercreyer Tpebopannam HJI

Conclusion: APPROVED /
Bakaouenne: OJIOBPEHO

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

IMoarorosneno: Santos} Tposepero: Pardeep Kumar | Ono6peno: Menenxep / Pykosogurens

Kumar Maurya E_S'f'_ e Pavan Kumar Sharma <t O
S = e Sl

Reprint Date / Reprint Date / Reprint Date / -

Hara: 31.08.2024 JlaTa: 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 4900 2999, Email: mai!@drreddys.com
CIN: 1.85195AP15S4PLCO04507

wviw.drreddys.com




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, IND!A
Tel ; +91 98166 56001-02
www.drreddys.com

CEPTHO®HUKAT AHATN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxr: Keropon™ Sxcnpece (ketoponak) ¥

AGNETHN, JMCEpPriupyeMite B TolocTH pra, 10 Mr

Batch No / : V2401699 Batch Quantity / : 3600000 tab /
Cepust Ne O0BeM Ccepiii 3600000 Tab
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AHanHTHYECKHiT oTHeT N L= Jlava aHaan3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
IlaTa npon3BOACTBA T'ogen no

Analysis performed according ND / Ananus npoBenex 1o HJ:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page7of8/Crp. 7u3z 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 Tabnerok B
6muctepe w3z (TTA/AJITIS ¢
snaronornothutenem/IIOBI1)
donsru // (IT2/AJT) doneru. Ilo
2 6nucTepa ¢ HHCTpYKUMEH Io
NpUMEHEHHIO 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. / Ilo 10
tabnerox B Guictepe n3 ([TA/AJVIID ¢
praronornoruteneM/TII3BIT) doneru //
(I13/AJ) donsru. Ilo 1 unu 2 6auctepa
C HHCTpYKUHEH TNo NpHMEHEHHIO B
TauKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cooTercTuy ¢ HIL

17 | Storage conditions /
Xpaneuue

Below 25 °C. / [1pn Temneparype He Bbiwe 25 °C.

18 | Shelflife / Cpox roasocTu

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.
* [TpK BbInycKe JIEKAPCTBEHHOTO NPeNapaTa KOHTPODb KAYECTBA N0, MOKA3ATEN0 «MukpoGnosiorgueckast
YHCTOT2» MPOBOXNTCA A4S KAKAOH 20-0ii CepHM, MAH [/ OAHO# CEpPHH B IOl, B 3aBMCUMOCTH OT TOI'0, YTO

HACTYNNHT paHble.

Remarks: The Product conforms to ND/

Conclusion: APPROVED /
Zagmoucnue: OJIOBPEHO

Jara: 31.08.2024

HMara: 31.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno; Santosh [Tposepeno: Pardeep Kumar Ono6peno: Menemwkep / PyRosoanTels
Kumar Maurya @;,_ -L Pavan Kumar Sharma <l

o o
Reprint Date / Reprint Date / Reprint Date /

Jlara: 31.08.2024

Pcgistered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 50 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCDD4507

www.drreddys.com




Dr.Reddy’s ‘,’:"

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaysr: Keropon™ Dxenpece (keToponak) TabAeTKY, IHCTIEPrHPYEMEIC B NOJNOCTM pTa, 10 Mr

: 3600000 tab /

Jara npoH3BoACTBa

Batch No / : V2401699 Batch Quantity /
Cepun Ne Ob6bem cepHu 3600000 Tab )
Analytical Report No / : 040002637017 Date of Analysis / : 31.08.2024
AnanuTHdeckuit oryer Ne JlaTa anannia
Date of Manufacture / : 08/2024 Date of Expiry / < 07/2026

Togen no

Analysis performed according ND / Auanns nponexen mo HJL:
JIT-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page8 of 8/ Crp. 83 8

API name / Haumenoranue ADC:

Ketorolac tromethamine / Keroponaxa
TPOMETaMHH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer-batch-number./-
Honep cepru nponzsoaurest ADC:

ABRH0043435, ABRH004779

FP Manufacturer API Batch number /
Homep cepun cyberanunn nponssonTens [JID:

FERA00299, FERA00300

API Manufactured by & country /
IMponzsoaurens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Penma'c JlaGopatopuc JIta., Anaus

Remarks: The Product conforms to ND/
Tpumeyanue: IIpoaykT cooTeeTcTBYET Tpebopanusam HJ{

Conclusion: APPROVED /
3awnovenne: OJOBPEHO

Prepared by / Checked by /

[oxroTosneHo: Santoslea(, ITposepeno: Pardecp Kumar

Kumar Maurva

i— &~ o

Approved by: Manager/Executive /
Onobpeno: MeHemwkep / Rykosoanrens
Pavan Kumar Sharma <~tn—
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