Dr.Reddy’s ":'

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
CEPTU®UKAT AHAJIM3A www.drreddys.com

Pro duct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoiykr: Ketopon® Skcnpecc (ketoponak) TabeTKH, AUCTIEprUpyeMble B [0JOCTH pTa, 10 Mr

Bat<h No / : V2400117 Batch Quantity / : 3600000 tab /
Cepla Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002419930 Date of Analysis / : 27.02.2024
AHBINTHYECKHH oTYeT Ne JlaTa ananusza

Daté€ of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdaranpoussoacrea T'onen no

Analysis performed according ND / Anann3 nposexen no HJI:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel or

27.122021, nzmedenne Ne2 ot 11.11.2022)

Page1of8/Crp. 1 u3 8

No

N Test / Iloxa3zaTesb

Results / Pe3ynbTaThl

Specification / Hopma

1 Description / Oniucanue

Light yellow round flat beveled
lablets with "|" debossed on one
side. / Kpyrusle, 1ockue
Tabnetku c¢ ¢Gackoif, cBeTIIO-
XKENTOro LBeTa C IPaBUPOBKON
«I» Ha OHO¥ CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsle, miockue Tabnetku ¢ dackoii,
CBETJIO-KENTOro IBETa C IPaBHPOBKOIL
«» Ha OJTHOH CTOpOHE.

2 Identification / IToqaMHHOCTE

Ketorolac / Kemoponaxk

a) ByuUv/

VY ®-cnektpodoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnekTphl
MOTJIOIIEHHUS UCTIBITYEMOTO PacTBOpa U
pacTBopa  CTaHmapTHOro  obpasua
KeTOpoJiaka TPOMETAMHHA  JIOJDKHEI
HUMETh MAaKCUMYMBI TIPH OJTHO# U TOM e
JUTHHE BOJIHBI (& 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: IIponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akmiouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ambresh

Kumar ﬁ//

&

Mautrya

Checked by /
ITposepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens

@/ Abhishek Chauhan /{

&

Reprint Date /
Hata: 27.02.2024

Reprint Date /
JHara: 27.02.2024

Reprint Date / !

Jara: 27.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1G84PLCO04507
wwiw.drreddys.com




Dr.Reddy’s Q':‘.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,

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

CERTIFICATE OF ANALYSIS ol 101 99166 5600100
CEPTUDPUKAT AHAJH3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon® Dkcnpece (keToponak) TabneTky, AUCIEPrupyeMble B MONOCTH pTa, 10 Mr

Batc¢h No / : V2400117 Batch Quantity / : 3600000 tab /
Ceplig Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002419930 Date of Analysis / : 27.02.2024
AHAINTHYECKHH oTyeT Ne JlaTa aHajau3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTra npon3BoacTsa TI'ogen no

Analysis performed according ND / Auanu3s nposexen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page2 of 8 /C1p. 2 u3 8

No
No

Test / Iloka3aTennb

Results / PesynbraThl

Specification / Hopma

b) By HPLC/B32XX

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). / BpeMms ynepKuBaHUA
OCHOBHOTO MHKa Ha XpOMaTorpaMMe
HCILITYEMOTO  pacTBopa  JIOJDKHO
COOTBETCTBOBATD BPEMEHH
yOEp)KUBAaHHSA OCHOBHOTO IIMKa Ha
xpomarorpamme pacTBopa
CTaHOapTHOro o0paslia KeTopoJjiaka
TpOMeTaMUHa (pa3men
«KonuuecTBeHHOE OnpeieIeHUe»).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IlponykT coorBeTcTBYeT TpeboBanusm HJI 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxroroeneHo: Ambresh Hpogsepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBonurens
Kumar > Maurya , Abhishek Chauhat

o™ % M
Reprint Date / Reprint Date / Reprint Date / !
Hara: 27.02.2024 Hara: 27.02.2024 Hara: 27.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €:¢

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

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

CERTIFICATE OF ANALYSIS Tel : +91 93166 56001-02
CEPTUO®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxt: Keropon® Dkenpecc (keToposak) TableTKH, AUCIEpripyeMble B OJIOCTH pTa, 10 mr

Batch No / : V2400117 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002419930 Date of Analysis / : 27.02.2024
AHATHTHYeCKHH 0T4eT Ne JlaTa anaym3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npousBoacrea I'onen go

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page3 of 8§ /Ctp. 3 u3 8

No

Test / Iloka3aTennb
Ne

Results / Pe3ynsTaThl

Specification / Hopma

Identification
Butylhydroxyanisole /
INoanuHHOCTH
GyTHArHAPOKCHAHHU301

3

Complies / CooTBeTCTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 yaepXHBaHHUA
NUKOB  2-OYTHITHAPOKCHAHM30lIa U
3-6yTUATHAPOKCHAHU30JIA Ha
XpoMaTorpamme HCIBITYEMOTO
pacTBOpa MOJDKHBI COOTBETCTBOBAThH
BpeMeHaM  YAEP)KMBaHHA  ITHKOB
2-6yTHITHAPOKCHAHHU301A "
3-6yTHNTHAPOKCHaHU30Ia Ha
XpoMarorpamme pacTBOpa
CTaHIapTHOTO obpasua
OyTUNIUAPOKCHAHM30JIa (pa3nen
«CopeprxaHue
OYTWITHAPOKCUAHU3O0JIAR).

Average weight / Cpeansis
macca

69.1 mg/69.1 mr

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

Remarks: The Product conforms

IMpumeuanue: Ilpoaykr cooTBercTBYeT TpeboBanusim HJJ

to ND/

Conclusion: APPROVED /
Zakmouenne: OJIOBPEHO

Prepared by /
ITogrorosineno: Ambresh

Checked by /
ITporepeno: Santosh Kumar

Approved by: Manager/Executive /

Jlata: 27.02.2024

Onobpeno: Meremwxep / PykoBoautens
Kumar N/ Maurya Qf Abhishek Chauhan é/ f‘
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.02.2024

Jara: 27.02.2024

Registered Office: 8

Oy

2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOCA507
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
CEPTHO®HUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Qxkcnpecc (ketoponak) TabIeTKH, AUCIEPrUPYEMBIE B MOJOCTH pTa, 10 Mr

Batch No / : V2400117 Batch Quantity / : 3600000 tab /
Cepha Ne O0nbem cepuu 3600000 Tab
Analytical Report No / : 040002419930 Date of Analysis / 1 27.02.2024
AHAaInTHYEeCKHH oTUeT Ne JlaTa anajm3za

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npon3BoacTBa T'onen no

Analysis performed according ND / Ananns nposenen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, uzmenenue Ne2 or 11.11.2022)

[pumeuanue: [Ipoaykt cooTBeTcTBYeT Tpebosanusam HJI

Page 4 of 8 /Crp. 4 u3 8
i.? Test / ITokasaTeJsib Results / Pe3ynbrath! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OxHOPOIHOCTE MacChl 2/20 tablets - not more than £ 20 % /
18/20 Tabnerox — He 6Gomee =10 %
2/20 tabnetok — He 6onee = 20 %
5 Disintegration time / 00 min 24 sec / 00 MuH 24 cex Not more than 3 min / He 6onee 3 mun
PacnapaemocTh
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
. C15sH13NO3°C4H 1 NO3 (ketorolac
Unit-2 / Ta6n-2 100% tromethamine) in 15 min / He Menee
Unit-3 / Ta61-3 97% 75% (Q)  CisHi3NO3*CeHiiNO;s
. . (xeToponaka  TpOMETaMHH)  4epes
Unit-4 / Tabn-4 100% 15 Mun
Unit-5 / Tabn-5 100%
Unit-6 / Ta6n-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHoCTh 710 pm sieve is formed. / O6pa3syercs
OIHOpPOAHAsA CYCHEH3MA, NPOXOAALIas
CKBO3b CHTO C pa3MEpPOM OTBEPCTHi
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3axmouyenune: OJIOBPEHO

Prepared by /
IToarorosneno: Ambresh

Checked by /
[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemwxkep / PykoBoauresns

Jara: 27.02.2024

Kumar ﬁg/ Maurya (‘@f Abhishek Chauhan
e
Reprint Date / Reprint Date / Reprint Date / '

Jara: 27.02.2024

Jlara: 27.02.2024

Registered Office: &-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2800, Fax: +91 40 490C 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy's ":"

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
CEPTU®UKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Okenpecc (keToponak) TabneTky, McneprupyeMble B MONOCTH pra, 10 mr

Batch No / : V2400117 Batch Quantity / : 3600000 tab /
Ceplg Ne O0neM cepuH 3600000 Tab
Analytical Report No / : 040002419930 Date of Analysis / 1 27.02.2024
AHANUTHYECKHH oTUeT No JlaTa anannza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaranponsBoacTBa I'onen oo

Analysis performed according ND / Ananun3 nposenen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot
27.12.2021, namenenne Ne2 or 11.11.2022)

Page S5of 8 /Crp. Suz 8

8 Related impurities / PoacTBeHHbIe NpUMecH

ketorolac 1-hydroxy analog /
1-runpokcuananor

Below LOD (LOD = 0.0010 %) /
Hwxe npesiena obnapyxenus (TT0 =

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

KeTopoJaka 0.0010%)
ketorolac 1-keto analog/ 0.11 % Not more than 0.8 % / He Gonee 0,8 %
1-KkeToaHaJIor KeTopoJaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
€MHIYHas
HEeUJICHTU(UIIUPOBaHHAs
npuMech
Total impurities / 0.2% Not more than 1.0 % / He 6onee 1,0 %
CymMMa npumeceit

9 Water / Bona 24 % Not more than 7.0% w/w /

He 6o1ee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHble OPraHHYeCKHE PACTBOPUTEIH

Isopropyl alcohol /
H3onponaxon

07 pg/tab/
07 MKr B TabJieTKe

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

Remarks: The Product conforms to ND/
ITpumeuanue: [IponykT cooTBeTcTBYET Tpebopanusam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoxarorosneHo: Ambresh

Checked by /
IMpoeepeno: Santosh Kumar

Maurya %

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurens
Abhishek Chauhan

Kumar &
Reprint Date /

Jara: 27.02.2024

Reprint Date /
Jara: 27.02.2024

i

Reprint Date /
Jara: 27.02.2024

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 49C0 2800, Fax: +91 20 4900 2999, Emai!: mail@drreddys.com

CIN: L85195AP1984PLC0C04507
www.direddys.com




Dr.Reddy’s ":’

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
CEPTUO®HUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Ketopon® Dkcnpecc (keToposak) TabneTkH, AUCIIeprupyeMble B OJIOCTH pTa, 10 mr

Batch No / 1 V2400117 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002419930 Date of Analysis / 1 27.02.2024
AHATHTHYECKHH oTUeT No JaTta anaym3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jlara npou3BoacTBa TI'onen no

Analysis performed according ND / Ananu3s nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or
27.12.2021, nzmenenne Ne2 or 11.11.2022)

Page 6 of 8 /Crp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuoiornueckas Yyucrora*

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

Count / O61iee yucno He 6omee 1000 KOE/r

a3pOOHBIX MUKPO-

OpraHu3MOB

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

and moulds count / Ob1uee He 6onee 100 KOE/r

YHCIIO IPOMOKEBBIX U

IUIECHEBHLIX TpUbOB

c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 T

12 | Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OnHOpPOAHOCTD 15.0 / IpuemouHoe 3HayeHue (AV) He
A03MPOBAHUS 6oiee 15,0.
13 | Assay/KoandecTBeHHoe 9.7mg/9.7 Mr From 90mg to 11.0mg of

onpeaeyieHHe (97.4 %) CisH13NO3°CsH 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 11,0 MI C|5H13N03'C4H|1N03
(xetoponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3asBJIEHHOr0 KOJIMYECTBA) B
tabnerke

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

[Tpumeuanue: [Ipoaykr cooTBeTcTBYET Tpebopanusm HJL

3axmouenne: OJOBPEHO

Prepared by /

[Togrorosneno: Ambresh

Kumar :
BSs

o

Checked by /
IMpoBepeno: Santosh Kumar

Maurya /32\/
~p

-

Approved by: Manager/Executive /
Ono6peHo: Menemxkgp / PykoBoaurens
Abhishek Chauhan

Reprint Date /
Jlata: 27.02.2024

Reprint Date /
Hata: 27.02.2024

Reprint Date /
Hara: 27.02.2024

Registered Oftice: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: rmail@drreddys.com
CIN: LES195AP1984FLCO04A507

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, INIDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (ketopoiak) TabieTky, AUCTIeprupyeMble B MOJOCTH pTa, 10 Mr

Batch No / : V2400117 Batch Quantity / : 3600000 tab /
Cepla Ne O0BeM cepuu " 3600000 Tab
Analytical Report No / : 040002419930 Date of Analysis / : 27.02.2024
AHAaHTHYECKHH oTueT No JlaTa anaau3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdara npou3BoacTea I'ogen no

Analysis performed according ND / Ananu3s nposexen nmo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page 70f8/Crp. 7u3z 8
14 | Butylhydroxyanisole 0.0951 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0951 mr B TabneTke He menee 0,042 mr B TabneTke
OyTHIrHAPOKCHAHN30J1a
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 | Tabnerok B 6nuctepe uz (ITA/AJI/IID ¢
pack. / Ilo 10 Tabnerok B | Bnaromorioturenem/IIOBII) ¢onbru //
onucrepe u3 ([MA/AJVIID ¢ | (II9/AJI) donbru. ITo 1 wiu 2 6nucTepa
BiaronornorureneM/I[12BIT) C HMHCTpYKUMeW IO TNPUMEHEHHIO B
donbru // (II3/AJT) donsru. Ilo | mayxy KapTOHHYIO.
2 OnucTepa ¢ MHCTPYKLHMEH IO
MPUMEHEHHIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetrctBuM ¢ H]|
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiiue 25 °C.
XpaHenue
18 | Shelf life / Cpox roanoctu 2 years / 2 roma

* 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.
* IIpu BhIIyCKe JIeKapCTBEHHOr0 Npenapara KOHTPOJIL Ka4ecTBa Mo nokasaTesio «Mukpobuosiornueckas
YUCTOTa» MPOBOAMTCS AJIst KaXkaoii 20-0ii cepun, WM )15 OHOI CEpPUH B IOA, B 3aBHCHMOCTH OT TOT0, YTO
HACTYIMT paHbllIe.

Remarks: The Product conforms to ND/
ITpumeuanue: IlponykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
ITonrorosneno: Ambresh

Checked by /
[Tporepeno: Santosh Kumar

Kumar & Maurya % Abhishek Chauhan
8 '

—

Approved by: Manager/Executive /
Onobpeno: Mene ukep / PykoBonurens

Reprint Date /
Jara: 27.02.2024

Reprint Date /
Hara: 27.02.2024

Reprint Date /
Jara: 27.02.2024

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2992, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

e
DI'. Red d Y’S ‘:’ Vill. Khol, Nalagarh Road, Baddi,

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Dxenpecc (keToposnak) TabieTky, AWCepripyeMsle B Moa0cTH pTa, 10 Mr

Batch No / : V2400117 Batch Quantity / : 3600000 tab /
|Cepust Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002419930 Date of Analysis / 1 27.02.2024
AHAIMTHYECKHH oTyeT Ne Jarta ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npoH3BoAcTBA TI'ogen o

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 8 of 8/ Ctp. 8 u3 8
API name / Haumenoanue A®C: Ketorolac tromethamine / KeToponaka
TPOMETaMMH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Howmep cepuu npousBoauTesisi ADC: 250006617

FP Manufacturer API Batch number /

Homep cepuu cyocTanuum npouspoaurens IJIdD: FEQA00567

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

Ipousoautens APC, crpana: I-p Pennu'c Jlabopatopuc Jita., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [TponykT cooTBercTByet TpeboBanusm HJI 3aknmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonrotorneHo: Ambresh [MpoBepeno: Santosh Kumar | Onobpeno: Menenuxdp / PykopoanTess
Kumar @// Maurya g& Abhishek Chauhan /
Reprint Date / Reprint Date / Reprint Date /
JHara: 27.02.2024 JaTa: 27.02.2024 Hara: 27.02.2024

Registerec Offica: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #9140 4200 2900, Fax: +91 40 490C 2999, Email: mail@drreddys.com
CIN: L851S5AP1984PLCC04507
www.drreddys.com



