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Dr. Reddy's Laboratories Lid
Formulation Unit-G
Vil Khel, Majagarh Road, Badd,

s slan, H.P, 173 205, ikDiA
CERTIFICATE OF ANALYSIS i fji‘fl 65 § e
CEPTHO®UKAT AHAJIN3A IR R S el

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkenpece (keToposak) TableTKH, AUCTIEPTHPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2301874 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AHanutHYecKH# oTyer Ne JaTa ananmsa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JdaTa npon3BoacTea I'onen no

Analysis performed according ND / Ananus nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, namenenue Ne2 or 11.11.2022)

Page 1 of 8 /Crp.1mu3 8

No

No Test / IlokazaTens Results / Peaynprath 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. / Kpyrmble, miockue | Kpyrnble, miockue TabneTku ¢ dpackoi,
TabneTkn ¢  (ackol, CBETNIO- | CBETIO-XKENTOTO LBETA ¢ FPaBUPOBKOM
JENTOro IBeTa C IpaBUpPOBKOH | «l» Ha omHOI cTOpOHE.
«l» Ha OZIHOM CTOpOHE.

2 Identification / TToaTHHHOCTE

Ketorolac / Kemoponax

a) ByUv/
Y®-cnexktpodoToMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnexrpsl
MOITIOINEHYS UCOBITYEMOTO PacTBopa |
pacTtBopa  CTaHZapTHOro  ofpasma
KETOpoJilaka TpOMETaMHHAa JOJDKHEI
HMMETh MaKCUMYMBI [IpH OJHOM U TOH e
JUTMHE BOJIHEI (+ 2 HM).

Remarks: The Product conforms to ND/

Ilpumeuanue: Ilpoaykr cooreteTByeT TpeboBanuam HJL

Conclusion: APPROVED /
3akawuyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Santosh IMTpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoaurens
Kumar Maurya Amit Kumar ~\—

Reprint Date / Reprint Date / Reprint Date /

Jata: 16.01.2024 Hara: 16.01.2021 Jarta: 16.01.2024

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

Tl +91 40 49200 2800, Fax

#0740 4900 2992, Email: mail@drreddys.com

CINL LA5185AP1984PLCOO4507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Cr. Reddy's Laberatories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

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

Tel 1 +91 33166 56001-02

CEPTU®HUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxt: Keropon® Dkcnpecc (keroposiak) TablieTku, AUCIIEprHpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2301874 Batch Quantity / : 3600000 tab /
Cepus Ne Qobem cepun 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AHaguTHYecKHH oT4eT Ne Jarta anannza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTta mpoun3BoacTBa T'onen mo

Analysis performed according ND / Anaan3 npoBeaen no H/:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page2 of 8/ Ctp. 2 u3 8

No

N Test / Iloka3aTesnb

Results / Pe3ynpTate

Specification / Hopma

b) By HPLC / BDXKX

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). / Bpemsa ylepXKUBaHUA
OCHOBHOTO MHKAa Ha XpoMarorpamme
UCMBITYEMOTO ~ pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpeMEHH
yIOEp)XHBAHHS OCHOBHOTO IMKa Ha
XpoMaTorpaMmme pacTBOpa
CTaHIAPTHOTO KeToponaka
TpOMeTaMHHA (paznen
«KonuuecTBeHHOE OTIpENIeNIEHHEN).

obpasna

Remarks: The Product conforms to ND/

[Mpumeyanue: [IponykT cooTBeTcTBYET Tpebopanuam HJ{

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

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

IMoarorosneno: Santosh [Mposepeno: Pardeep Kumar | Omo6peHo: Menemxkep / Pykosoaurens

Kumar Maurya @V Amit Kumar L
= “ —

Reprint Date / Reprint Date / Reprint Date /

Jara: 16.01.2024 Jara: 16.01.2024 Hara: 16.01.2024

Registered Office: 8-2-337, Ruad No, 2, Banjara Hills, Hyderabad - 500034, Telangana, india
Tl +21 40 4900 2800, Fax: <01 40 4400 2699, Email: mail@drreddys com
CIiN. L85 195AP1684PLEN04507

wwiw drreddys.com




Dr.Reddy’s ‘f:‘

br. Reddy's Labcerateries Ltd
Formulation Unit-6

Yiil. Khol, Nalagarh Road, Baddi,
Dictt Sotan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS 7/ 9452160 5600102
CEPTHOUKAT AHAJIM3A vt drigdiys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxkt: Keropon® Dkenpecc (keToponak) TabNeTkH, JUCIIEPrUpyEMBIE B TI0J10CTH pTa, 10 Mr

Batch No / : V2301874 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepuu 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AHajJuTHYecKHH oTyeT No JlaTa aHaau3a

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JdaTa npou3BoJcTBa Topen no

Analysis performed according ND / Ananuz nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page3of 8/Crp.3m3 8

No

Test / ITokazaTeynb
No

Results / Pe3ynpraThl

Specification / Hopma

Identification
Butylhydroxyanisole /
INognuHHOCTL

6y THArUAPOKCHAHN30J1

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 ymepXKHUBaHHUA
NUKOB  2-OyTUNTUAPOKCUAHM3ONA U
3-6yTHITHAPOKCHAHU30IA Ha
XpoMartorpaMme HCMBITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATH
BpeMeHaM yAEpKUBAHUA MUKOB
2-6yTHITHIPOKCHAHH30J1a 51
3-0yTWIrHIpPOKCHAaHU30TIa Ha
XpOMaTorpaMme pacTBOpa
CTaHAAPTHOTO obpazna
GYTHITHAPOKCHAHK301a (paznen
«CognepxaHnue
OyTHJITHAPOKCHAHH30IAR).

Average weight / Cpeansis
Macca

70.2 mg/70.2 Mr

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

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IponykT cooTBercTByeT Tpebosanuam HJY 3axiarouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santosh IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoaurens
Kumar Maurya Amit Kumar SN

[ 90 . A=
Reptint Date / Reprint Date / Reprint Date / )
Jlara: 16.01.2024 Hara: 16.01.2024 Jara: 16.01.2024

Registersd Office: 8-7-337, Road Ne. 3, Banjara Hills, Hyderahad - 500024, Telangang, india

Tal: 01 50 1930 2900, Fax 461 40 4900 2989, Email: mail@ drreddys.com
CIN: L35195AP1984PLC00ASHT

www drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labecrateries Lid
Forrutation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, iNDiA
Tel 1 +51 Q8166 56001-02

CEPTHUOUKAT AHAJIN3A

wyw. drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToponak) TabaeTkH, IMCIEPTHPYEMBbIE B TI0JIOCTH pTa, 10 Mr

Batch No / : V2301874 Batch Quantity / : 3600000 tab /
Cepnsa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AHanuTHYeCKH oTyeT No JlaTa anaausza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jarta npoun3BoacTBa T'onen no

Analysis performed according ND / Ananun3s nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, n3menenune Ne2 ot 11.11.2022)

Page 4 of 8/ C1p. 413 8

1}00 Test / Iloxa3zaTenasn Results / PesynpTaTh Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OpHopoaHocThL Macebl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — He OGonee + 10 %
2/20 Tabnetox — He 6onee £ 20 %

5 Disintegration time / 00 min 21 sec / 00 MuH 21 cek Not more than 3 min / He 6onee 3 Mun
Pacnagaemocrs

6 Dissolution / PacTeopenue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of

. Ci15sHi3NO3*C4H |1 NO; (ketorolac
Unit-2 / Tabx-2 101% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% | 75% (Q  CisHisNO3*CeHiNO;3

. . (xeTopomaka  TpOMETaMHH)  4Yepe3
Unit-4 / Ta6n-4 103% 15 MuH
Unit-5 / Tabn-5 102%

Unit-6 / Tabn-6 101%

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

JAucnepcHocTh 710 pm sieve is formed. / Obpasyercs
ONMHOPOJAHAs CYCIEH3UA, IMPOXOAAIas
CKBO3b CHTO C pa3MepOM OTBEPCTHMH
710 MKM.

Remarks: The Product conforms

IIpumMeuanue: IlponykT cooTBercTBYeT TpeboBaHusM HJJ

to ND/

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxarorosneno: Santosh ITpoBepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoaurens
K M et E i .

umar Maurya e ’ Amit Kumar [&_‘ '::._,’H
Reprint Date / Reprint Date / Reprint Date / '
Jara: 16.01.2024 Jara: 16.01.2024 JlaTa: 16.01.2024

Registered Office: $-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol- +92 40 4900 2900, Fax. =81 40 2500 2999, Email: mail@drreddys.com

CH: LESI95AP19E4PLCA04507
wwnv drreddys. com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laberateories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

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

Tel+91 531566 £6001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Dkcnpece (keToposnak) TablieTku, AUCTICprUpyeMBble B NIONOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2301874 Batch Quantity /

Cepus Ne Ob6nem cepru 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AHATHTHYECKHH 0TUET Ne JlaTa ananaun3za

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTta npou3BoacTBa Tonen go

Analysis performed according ND / Ananu3 nposeaen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

PageSof 8/ Ctp. 5uz 8

8 Related impurities / PoacTBeHHbIe IpuMecH

ketorolac 1-hydroxy analog /
1-TUApPOKCHaHAIOT

Below LOD (LOD = 0.0010 %) /
Huwxe npenena o6napyxenus (II0 =

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

KeToponaka
0.0010 %)

ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KEeTOaHAIOT KETOPOJIaKa 0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eINHUYHAst 0.02 %
HevaeHTUUIMpOBaHHAS
NpUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMmMma npumecei

9 Water / Bona 34% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4uHble OpraHHyecKHue pacCTBOpPHTENH

Isopropyl alcohol /
Hzomnponanon

25 ug/tab /
25 MKr B TabneTke

Not more than 350 pg/tab /
He 6osee 350 MKr B TableTkKe

Remarks: The Product conforms to ND/
[Ipumeuanue: [poaykr coorBercTBYeT TpeboBanusam HJJ

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Santost [Tposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBogurens
Kumar Maurya CE:_ Amit Kumar N
Reprint Date / Reprint Date / Reprint Date / )
Hata: 16.01.2024 Jara: 16.01.2024 Hara: 16.01.2024
Registered Gifica: 8-7-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Tolangana, India
Tols 01 401900 2400, Fax: +91 40 4060 2999, Email: maiii diverddys.com

Clidr L2SILSSAPIOSSPLCOOAS LY

vawwdrreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laberateries Lid
Formulation Unit-6

Vill. Khol, Nalagarih Road, Baddi,
Diste. Solan, H.P, 172 205, INDIA

Tei . +81 63166 56001-02

CEPTU®UKAT AHAJIN3IA

v, drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Jkcnpecce (keroponak) TabaeTky, JUCTIEprUpyeMble B NOJI0CTH pra, 10 Mr

: 3600000 tab /

Batch No / : V2301874 Batch Quantity /

Cepus Ne O6Bem cepul 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / 1 25.09.2023
AHanuTHYeCcKHi oTyeT Ne JaTta anann3a

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTta npon3soacrea T'open oo

Analysis performed according ND / Anann3 nposexen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenune Nel ot

27.12.2021, u3menenne Ne2 ot 11.11.2022)

Page 6 of 8/ Ctp. 6 13 8

11 | Microbial enumeration tests / Mukpo6uoaornyeckast 4McTora*

a) Total Aerobic Microbial
Count / Ob1iee yucno
a3pOOHBIX MUKPO-
OpraHH3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6omee 1000 KOE/r

b) Total Combined Yeast
and moulds count / Obmiee
YHCIIO OPOMOKEBBIX U
IUIECHEBBIX IPUOOB

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) Escherichia Coli

Absent in 1 g/ OtcyTcTBYET B 1T

Shell be absent in 1 gram /
OrcytcTBHE B 1 T

12 Uniformity of dosage units /

53

Acceptance value (AV) not more than

content / CopepxaHue
6y THArHAPOKCHAHN30.1a

0.0984 mr B TabaeTKe

OgHopoaHOCTB 15.0 / TIpuemouHoe 3HaueHHe (AV) He
J03UpPOBAHUSA 6onee 15,0.
13 Assay / KosinyecTBeHHOe 10.0 mg / 10.0 mr From 90mg to 11.0mg of
ompenesieHne (100.1 %) CisHi3NO3*CsH; 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 1 1,0 MTI C15H13NO3'C4H11NO3
(xetoponaka tpomeramuH) (oT 90,0 mo
110,0 % oT 3asBJIEHHOT0 KOJIUYECTBA) B
Tabmerke
14 | Butylhydroxyanisole 0.0984 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 mr B TabyieTke

Remarks: The Product conforms to ND/

[Tpumeuanue: IIponykT cooTBercTByeT TpebGoBanusM HJI

Conclusion: APPROVED /
3axaroyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorornexo: Santosh IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoautens
Kumar Maurya Amit Kumar A

Reprint Date / Reprint Nate / Reprint Date /

Hara: 16.01.2024 Jara: 16.01.2024 Hara: 16.01.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Toll +081 40 4260 2900, Fax, +01 40 4000 2999, Email: mail@drroddys.com

195AP 1884PLC00A507
v drieddys.com
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Dr. Reddy's Labcerateries Ltd
Formulation Unit-6

Vill. Khel, Nalagarh Road, Badd,
Nistt Selan, HUP, 173 205, INDIA,

CERTIFICATE OF ANALYSIS T2/ #91 90.60 5600102

CEPTHOUKAT AHAJIN3A

v drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponaykr: Keropon®™ Dkenpecc (keToponak) TabneTkd, JUCeprupyeMble B OI0CTH pTa, 10 Mr

Batch No / : V2301874 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AnajuTHYecknii oTueT Ne JlaTa ananu3za

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Hdata nponsBoacTea I'omen o

Analysis performed according ND / Ananus npoBeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 7of 8/ Ctp. T3 §

15

Package / YnaxoBka

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 Tabnetok B
omucrepe w3z (ITA/AJUTID ¢
Braronornoturenem/I[13BIT)

donsru // (II3/AJT) doneru. Io
2 Gnucrepa ¢ WHCTPYKLMEH Mo
HPUMEHEHHUIO B IELINY

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
tabnetok B 6nuctepe u3 (IIA/AJI/TID ¢
sinaronornotureneM/I1OBII) ¢onbru /
(IT3/AJT) donbru. [To 1 unu 2 6nucrepa
C HHCTPYKIMEH [0 TPHMCHEHHIO B
Na4Ky KapTOHHYIO.

KapTOHHYIO.

16

Labeling / MapxkupoBka

According to ND / B coorBetctBum ¢ HJI,

17

Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temneparype He Boime 25 °C.

18

Shelf life / Cpok rogHocTH

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.
* [Ipn BBINYCKe JIeKAPCTBEHHOI0 NMPENnapaTa KOHTPOJIb KavecTBa No noka3sartenio «VMukpobuonorndyeckas

YHCTOTA» NPOBOAUTCHA I Kaxnoii 20-oii CECpUH, WJIH S OAHOMH CEpHH B roa, B 3aBHCUMOCTH OT TOT'O, UTO
HACTYIMUT PaHbLIE.

Remarks: The Product conforms to ND/
IIpumeuanue: Ilpoaykr cooreTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akmwouenne: OJJOGPEHO

Prepared by /
IToarorosneno: Santosh
Kumar Maurya @

—

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykoponurens

Amit Kumar A A
T -":-/f_

Reprint Date /
Jara: 16.01.2024

Reprint Date /
Jlara: 16.01.2024

Reprint Date /
JlaTa: 16.01.2024

Registered Office

8-2-237, Road No. 2, Banjara Hiils, Hyderabad - 5000324, Telangana, india
Fax: +93 40 4200 2999, Email mail@drreddys.cem

CING L25195AP1984APLIUNALGT

www.drreddys.com
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Dr. Reddy's Laberateries Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel 1 +91 98166 56001-02
CEPTH@I/IKAT AHAJII/I3A WMVVJ.di'rEddVS.Com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Okenpecc (ketoponak) TabIeTKH, AUCTIEPIHPYEMBIE B MONOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2301874 Batch Quantity /

Cepusa Ne O0BbeM cepru 3600000 Tab
Analytical Report No / : 890001689287 Date of Analysis / : 25.09.2023
AHaJIHTHYECKHH oTYeT No JlaTa ananusa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTta nponssojcTBa T'onen go

Analysis performed according ND / Anann3 nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3amenenue Nel or

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 8 of 8 / Crp. 8 u3 8

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Keroponaka

Homep cepumn cyGeTanuun npoussoautessi [JID;

TPOMETaMUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Howmep cepun npousBoautess ADPC: e Ui 000
FP Manufacturer API Batch number / FEQA00433

API Manufactured by & country /
IIpousBoautenb A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pexnu'c Jlabopatopuc JIta., Uugusa

Remarks: The Product conforms to ND/
Ilpumeuanue: Ilpogykrt cooTBeTcTBYET TpeboBaHusm HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Hara: 16.01.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: Santosh IIpogepeno: Pardeep Kumar | Onobpero: Menemxkep / Pykoroauresis
Kumar Maurya ) Amit Kumar N

N Rl
Reprint Date / Reprint Date / Reprint Date /

Hara: 16.01.2024

Jara: 16.01.2024
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