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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon™ Dkcnpecc (keToponak) TabneTky, JUcreprupyeMsle B 0J0CTH pTa, 10 mr

Batch No / : V2400216 Batch Quantity / : 3600000 tab /
Cepus Ne O61em cepun 3600000 Tab
Analytical Report No / : 040002432617 Date of Analysis / : 29.02.2024
AHaJIHTHYECKHI oTdeT No Jara ananuza

Date of Manufacture / : 0172024 Date of Expiry / ¢ 12/2025
JaTa npou3BoacTBa I'onen 1o

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

Page1of8/Crp.1 u3 8

VY®-cnextpodoTomMeTpus

i.:) Test / IlokazaTenn Results / PesynbraTh! Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "' debossed on one side. /
side. / Kpymie, rmiockue | Kpyrmble, miockue Tabnetku ¢ packoit,
TabneTku ¢ (ackoi, CBETJIO- | CBETJIO-KENTOro IBETa C IPABUPOBKOM
)KENITOrO L[BE€Ta C TPaBHPOBKOH | «I» Ha OJHOM CTOpOHE.
«|» Ha OfHO# cTOpOHe.
2 Identification / [ToJJIMHHOCTH
Ketorolac / Kemoponax
a) ByUuv/ Complies / COOTBETCTBYET UV spectra of the test solution and

ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cnexTpsl
MOTJIOLIEHMS KCTBITYEMOro pacTBopa
pacTBopa  cTaHmapTHoro  obpasua
KETOpOJiaka TPOMETaMHHA  JIOJDKHBI
UMETh MaKCUMYMBI IIPH OJHOM U TO¥ xe
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [Ipogykr coorBeTcTBYET TpeboBanusam HJL 3axaruenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TTogroroenexo: Santosh ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykopoautens
Kumar Maurya B Manoj Kumar

- = U’
Reprint Date / Reprint Date / Reprint Date /
JHata: 29.02.2024 Hara: 29.02.2024 Hara: 29.02.2024

Registered Offize: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 41200 2200, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CHd: LS5195AF1GE4PLCO0A507
waviv.drreddys.com



Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon” Dkcnpecc (keToponak) TabeTKH, AUCOEPrHpyeMBbIe B T10J0CTH pTa, 10 Mr

Batch No / : V2400216 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepHH 3600000 Tab
Analytical Report No / : 040002432617 Date of Analysis / : 29.02.2024
AHAJHTHYECKHH oT9eT Ne JlaTa aHaan3a

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jata npon3BoacTBa I'open g0

Analysis performed according ND / Ananns nposeaen mo H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or

27.12.2021, n3amenenue Ne2 or 11.11.2022)

Page 2 of 8/ Ctp. 2 u3 8

No

Test / IlokazaTens
Ne

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). / BpeMms yaepXuBaHuUA
OCHOBHOIO MMHKa Ha XpoMaTorpaMme
UCIILITYEMOrO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpeMEHHU
YIOEPXMBAaHUs OCHOBHOrO IHKa Ha
XpoMarorpaMmme pacTeopa
CTaHJapPTHOTO KeTopoJiaka
TPOMETaMHHA (pa3nen
«KonnyecTBeHHOE OTPeNENeHUEY).

obpasua

Remarks: The Product conforms to ND/

[Tpumeuanue: [Ipoaykr cooTeTcTBYET TpeboBanusam HJL

Conclusion: APPROVED /
3akawuenne: QJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Santosh.. [Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoroauTtess
Kumar Maurya %ﬁ/"' Manoj Kumar ' “_ﬁl
Reprint Date / Reprint Date / Reprint Date /

Jata: 29.02.2024 Hara: 29.02.2024 Hara: 29.02.2024

Registered Officn: 8-2-237, Road Mo 3, Ranjara Hills, Hyderahad - 500034, Telanzana, India

Tl 101 40 4200 2900, Fax:

“01 40 4900 2999, Email: mail@drreddys.com

CIN: LR5195AP1984PLCOCE507




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

®e
Dl'. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel: 9198166 56001-02

CEPTH®UKAT AHAJIA3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopon™ Dxcnpece (keToponak) TabaeTky, AucneprupyeMble B nonocts pra, 10 mr
Batch No / : V2400216 Batch Quantity / + 3600000 tab /
Cepna Ne Obbem cepuu 3600000 Tab
Analytical Report No / : 040002432617 Date of Analysis / : 29.02.2024
AHaJIHTHYecCKHH oTyeT Ne JlaTra apajnsa
Date of Manufacture / : 01/2024 Date of Expiry / + 12/2025
Jata npon3BoJcTBa I'ogen no
Analysis performed according ND / Ananus nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot
27.12.2021, namenenune Ne2 ot 11.11.2022)
Page 3 of 8 /C1p. 3 n3 8
i.? Test / [TokasaTenn Results / PesynbTatsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
ToaMHHOCTL butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHHU301 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 ynepKUBaHHA
NMKOB  2-OyTHJITHAPOKCHAHH30NIA U
3-6y THITHAPOKCHAHM3011a Ha
XpOMaTOrpamme UCIIBITYEMOTO
pacTBOpa JIOJDKHBL COOTBETCTBOBAThH
BpEMeHaM  YAEpP)KHMBAHHS  ITMKOB
2-0yTUIrUAPOKCUaHU30J1a 7§
3-6yTUNTHIPOKCUAHH30JIa Ha
XpoMarorpamme pacTBopa
CTaHIapTHOTO obpasia
Oy THNTUAPOKCHAHU30]Ia (paznen
«Copepxanue
Gy TUITHAPOKCUAHHU30IAR).
4 Average weight / Cpennsis 69.1 mg/69.1 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca OT167,2 Mr 5o 72,8 Mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeyanue: [Mpoaykt coorBeTcTByeT TpeboBanmsaM HJI 3axkmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroenexo: Santosh I[Tposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoautesns
Kumar Maurya = ﬁ - Manoj Kumar '}\n_.;u;:f,
Reprint Date / Reprint Date / Reprint Date /
Jata: 29.02.2024 Jara: 29.02.2024 Hata: 29.02.2024

Registered Offico: 8-2-337, Road Na 3, Ranjara Hills Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (keToposiak) TabaeTkH, AUcTieprupyemble B HOJOCTH pTa, 10 mr

Batch No / : V2400216 Batch Quantity / : 3600000 tab /
Cepusa Ne O6Bpem cepun 3600000 tab
Analytical Report No / : 040002432617 Date of Analysis / : 29.02.2024
AnaaHTHyecknii orueT No Jdara anaausa

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
JdaTta npou3BoacTBa I'open 1o

Analysis performed according ND / Anaau3 nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11. 2022/ usmenenne Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 4 of 8/ Crp. 4 u3 8

1;.00 Test / IlokasaTens Results / PesynbraThl Specification / Hopma
Uniformity of weight / Complies / CooTBEeTCTBYET 18/20 tablets - not more than £ 10 %
OAHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He OGonee =10 %
2/20 Tabnetok — He 6onee + 20 %
5 Disintegration time / 00 min 20 sec / 00 muH 20 cex Not more than 3 min / He 6onee 3 Mux
PacnagaemocTn
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
. Ci5sH13NO3*C4H 1(NO3 (ketorolac
Unit-2 / Taba-2 102% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 99% 75% Q) CisHisNO3*CsHiiNO3
. . (xeToponaka  TpPOMETaMMH)  uepes
Unit-4 / Ta6n-4 102% 15 Mun
Unit-5 / Ta6n-5 99%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pum sieve is formed. / Obpa3yercs
OJHOpOIHAs CYCHEH3Hs, MPOXOIsILas
CKBO3b CHTO C pa3MepoM OTBEpPCTHH
710 MxMm.

Remarks: The Product conforms

Ipumeuanue: IIponykT cooTBeTcTBYET TpeboranusM HJJ

to ND/

Conclusion: APPROVED /
3akiIouyeHue:

OJIOBPEHO

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

INoaroroBneno: Santpsh IMposepeHo: Pardeep Kumar | OnobpeHo: Menenxep / PykoBoauTens

Kumar Maurya . Manoj Kumar - ]
G o : o]

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.02.2024 Jara: 29.02.2024 Jara: 29.02.2024

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: mail@drreddys.com

CIN: L85195AP1934PLLCO04507
wwiwv.drreddys.com
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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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkenpecc (keTopoak) TabieTku, JUCIIeprupyembie B MojocTu pTa, 10 Mr

Batch No / : V2400216 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002432617 Date of Analysis / : 29.02.2024
AHaTdTHYeCKHH oTUeT Ne JlaTa ananusa

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
JaTa npou3BoaACTBA T'open xo

Analysis performed according ND / Anann3 nposeaen no HJI[:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page S of 8 /Crp. S u3 8

8 Related impurities / PoacTeenHeie npumecu

ketorolac 1-hydroxy analog /
1-rupokcHaHanor

Below LOD (LOD = 0.0010 %) /
[wxc npeacna obuapyxenus (ITO =

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

KeToponaka 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaor KETOpOJIaKa
Any unidentified impurity / 0.02 % Not more than 0.5 % / He Gonee 0,5 %
eIMHUY HAst
HenAeHTH(ULMPOBaHHAs
HpHMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boaa 2.8 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4yHbIe OpraHHYeCKHe PACTBOPHTENH

Isopropyl alcohol /
H3zonpomnaHon

06 pg/tab /
06 MKT B TabneTke

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

Remarks: The Product conforms to ND/
[pumeuanue: IlpoxykT cooTBercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3akiawuenue: OJOBPEHO

Hara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Santosh [Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosqantesns
Kumar Maurya @,/ - Manoj Kumar 1& z v li
Reprint Date / Reprint Date / Reprint Date /

Jata: 29.02.2024

Jata: 29.02.2024

Regictarad Nfficer 8-7-337 Rnad Nn 3 Ranjara Hills. Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851585AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Oxenpecc (keToposiak) TableTky, ANCTIEPrupyeMbie B IOJI0CTH pTa, 10 Mr

Batch No / : V2400216 Batch Quantity / : 3600000 tab /
Cepus Ne O06BeM cepun 3600000 tab
Analytical Report No / : 040002432617 Date of Analysis / : 29.02.2024
AnanuTHYecKHH oTyer Ne Jara anaqnsa

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
JaTa nponssoacrsa T'onen no

Analysis performed according ND / Ananu3s nposeaen mo HJ/L:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, uzmenenne No2 ot 11.11.2022)

Page 6 of 8/ Ctp. 6 m3 8

11 | Microbial enumeration tests / Mukpoonoaornyeckas Yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61iee yncio He 6once 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61iee He Gonee 100 KOE/r
YHCJIO APOXKOKEBBIX U
IUTECHEBBLIX MPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTrcTBUE B 1 T
12 Uniformity of dosage units / 39 Acceptance value (AV) not more than
OnpHopoaHOCTDb 15.0 / ITpuemouHoe 3Hayenue (AV) He
NO3UPOBAHUA 6onee 15,0.
13 | Assay/ KoauyecTBeHHOe 9.9mg/99 mr From 90mg to 11.0mg of
onpeaeseHe (99.2 %) CisH;3NO3*C4H | (NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi (o] 1 1,0 MI’ C15H13N03‘C4H11N03
(xetoponaka TpometamuH) (oT 90,0 mo
110,0 % oT 3as4BJIIEHHOrO KOJIMIECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0943 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0943 mr B TabieTke He menee 0,042 mr B TabneTke
OyTUITHIPOKCHAHU30JIA

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrorosnero: Santosh IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoautens
Kumar Maurya C&/’ ) Manoj Kumar .. ) /')L
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.02.2024 Hara: 29.02.2024 Jara: 29.02.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04A507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxt: Keropon® Dkempece (keroposiak) TabneTky, AMCIEPrupyemble B MONOCTH pra, 10 Mr

Batch No / : V2400216 Batch Quantity / : 3600000 tab /
Cepus Ne O6neM cepuu 3600000 Tab
Analytical Report No / : 040002432617 Date of Analysis / : 29.02.2024
AHanuTHYECKHI oTyeT No JlaTta aHaiu3a

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
JdaTa nNpoH3BOACTBA I'onen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel or

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 7 of 8 /Ctp. 7u3 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina 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 6nuctepe u3 (ITA/AJI/TID ¢
pack. / TIlo 10 Tta6bnetrok B | Brmaromoriorturenem/IIOBII) donsru //
omuctepe w3 ([TA/AJV/IID ¢ | (IIS/AJT) goneru. ITo 1 unu 2 GnucTepa
piaronorsotureneM/I19BIT) C HHCTPYKLMEH IO IPUMEHEHUIO B
¢oneru // (I13/AJT) poneru. I[To | mayky KapTOHHYIO.

2 GmucTepa ¢ MHCTPYKLHEH 110
MPUMEHEHHIO B navky
KapTOHHYIO.
16 Labeling / MapkupoBka According to ND / B cootBercTBuu ¢ HJ{
17 | Storage conditions / Below 25 °C. / [Ipu temnepatype He Bbile 25 °C,
XpaHeHnue
18 Shelf life / Cpok roasocTn 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 BBLINYCKE JIEKAPCTBEHHOrO IpeNapaTa KOHTPOJIb KayecTBa 10 NoKa3aTeno « MUKpoGHoJI0ruYecKast
YUCTOTA» NPOBOAUTCS QA Kaxoi 20-0ii cepum, Wu ANsl OJHOI cepUH B roll, B 3aBUCHMOCTH OT TOr0, 4TO
HACTYNUT paHblile.

Remarks: The Product conforms to ND/
IMpumeuanue: IIponykT coorsercTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3akmwouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: Santosh ITposepeno: Pardeep Kumar | Omo6peHo: Menemkep / PykoBoauTess
Kumar Maurya Q[_/ ; Manoj Kumar - 'ﬂ

o !(@UA/._;
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.02.2024 Hara: 29.02.2024 Hara: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
wwiw.drreddys.com




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

.. Q%
Dr. Reddy S e Vill. Knol, Nalagarh Road, Badc!i

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTI/I(DI/HCAT AHAngA wwv\,'.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon™ Dkenpecc (keToposiak) TabNeTKH, AMCTIeprupyeMble B o10cTH pra, 10 Mr

Batch No / : V2400216 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002432617 Date of Analysis / : 29.02.2024
AHaauTHYecKHiH oTueT No JlaTa anaau3za

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
JdaTa npousBoacrsa T'onen no

Analysis performed according ND / Ananu3 nposened no H/:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or

27.12.2021, nzmenenue Ne2 ot 11.11.2022)

Page8of 8§ /Crp.8 3 8

API name / HaumenoBanue A®C: Ketorolac tromethamine / Keroponaka
TpOMETaMHH

INN / MHH: - Ketorolac / Keroponak

API manufacturer batch number /

Howmep cepuu npounspoautens APC: ABQH006488, ABQH006487

FP Manufacturer API Batch number /

Homep cepun cy6eranunu npouspoautens LJID: FEQA00573, FEQA00575

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

Mponsponurenn A®C, crpana: JI-p Pepnu'c Jlabopatopuc Jitn., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [Ipoaykr coorBeTcTBYeT TpeGoraHuaM HJ| 3akmrouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
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