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, INDIA
Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (keToponak) TabieTku, AUCIeprupyeMble B MojocTH pra, 10 Mr

Batch No / : V2302127 Batch Quantity / : 3600000 tab /
Cepus Ne O61em cepun 3600000 Tab
Analytical Report No / : 890001697354 Date of Analysis / : 30.10.2023
AHajaTHYecKHi oTueT Ne Jara anannsa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara nponsBoacTea I'onen no

Analysis performed according ND / Anasau3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, n3menenue Ne2 o 11.11.2022)

Page1 of8/Crp. 1 3 8

--_-_-_\_"‘——-—\_

No

N Test / [TokazaTenanb

Results / Pe3ynpTaThl

Specification / Hopma

1 Description / Onucanune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyraele, miockue
TabNeTku ¢ Gackoi, cBeTIo-
XKENITOr0 1BETa C I'PaBUPOBKOM
«|» Ha OITHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyribie, miockue Tabnetku ¢ $packoi,
CBETJIO-XKENTOr0 LBETa C IPaBUPOBKOH
«|» Ha OIHOH CTOpPOHE.

2 Identification / IToAIHHHOCTH

Ketorolac / Kemoponaxk

a) Byuv/
Y®-cniektpooTomerpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnexTpb!
MOJIOLIEHHs UCTIBITYEMOTO PacTBoOpa U
pacTBOpa  CTaHZAapTHOro  obpasua
KETOpOJlaka TPOMETAMHHA  JOJIXKHEI
HMETh MaKCUMYMBI TIPH OJHOM U TOM e
JUTHHE BOJIHBI ( 2 HM).

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanram HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotroeneHo: Pardeep [posepenp: Himesh Kumar | Ono6peno: Mengmxkep / Pykosoaurens
Kumar f ol ., | Abhishek Chauhgﬁ\_/ \

Reprint Date / Reprint Date / Reprint Date / - :

Hata: 30.10.2023 Hara: 30.10.2023 Jara: 30.10.2023

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: 1 RR195APT984P1 CON4507
www.drreddys.com
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT 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
Iponyxr: Keropon® Dkenpece (keToposnak) TabieTku, AUCneprupyemMble B MoJIOoCTH pra, 10 mr

Batch No / 1 V2302127 Batch Quantity / : 3600000 tab /
|Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001697354 Date of Analysis / : 30.10.2023
AHAInTHYecKH# oTyeT Ne JlaTa ananusa

Date of Manufacture / : 10-2023 Date of Expiry / + 09-2025
Jara mpousBoacTea TI'open no

Analysis performed according ND / Anann3 nposeaen no HJ/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uameHenne Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page2 of 8 /Crp. 2 u3 8

No

Test / IloxazaTens
No

Results / Pe3ynprats!

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). / Bpems ynepxuBaHHA
OCHOBHOTO NHKa Ha XpoMarorpaMmme
HCIBITYEMOTO  pacTBOpa  HOJDKHO
COOTBETCTBOBATh BpEMEHH
YOEPXKUBaHUS OCHOBHOTO IIHKAa Ha
XpoMaTorpamme pacTBOpa
CTaHIapTHOro obpaslia KeTopoJiaka
TPOMETAMHHA (paznen

«Konu4ecTBeHHOE OnpeIeNIEHHE).

Remarks: The Product conforms to ND/
ITpumeuanwne: [Ipoaykr cooTsercTByeT Tpebopanuim HJ{

Conclusion: APPROVED /
3akmouenne: ONOBPEHO

Prepared by /
[MoarorosneHo: Pardeep

Checked by /
[posepeno: Himesh Kumar

[N

Approved by: Manager/Executive /

Onobpeno: Menezkep / PykoBoaurens
Abhishek Chauh:&_ \

Kumar 1
Reprint Date /

Hata: 30.10.2023

Reprint Date /
JHara: 30.10.2023

Reprint Date / '
Hara: 30.10.2023

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: LOS195AP1904LCOD4507

www.drreddys.com




‘.. Dr. Reddy's Laboratories Ltd.

’ °Q® Formulation Unit-6

Dr. Reddy s °. Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Keropon® Dkcnpecc (keToponak) TableTKH, AMCIIEPrHPYEMbIE B I0JI0CTH pTa, 10 Mr
Batch No / 1 V2302127 Batch Quantity / : 3600000 tab /
Cepusi Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 890001697354 Date of Analysis / : 30.10.2023
AHATHTHYECKHH oTyeT No JlaTa anannza
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Hdara npon3BoacTBa T'onen oo
Analysis performed according ND / Ananus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, namenenne Ne2 or 11.11.2022)
Page3 of 8 /Crp.3 u3 8
i? Test / Iloka3aTenb Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoanuHHOCTH butylhydroxyanisole peaks on the
Oy TUIrHAPOKCHAHU30M 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). / DBpemeHa yaepXKUBaHUS
NMUKoB  2-OyTWITHAPOKCUAHU3O0NA |
3-6y TWITHAPOKCHAHH30IIA Ha
XpOMaTorpamMmme UCTIBITYEMOrO
pacTBOpa [IOJDKHBEI COOTBETCTBOBATbH
BpEMeHaM  YHEPKUBAHWUS  [HKOB
2-6yTIITHAPOKCHAHU30J1a "
3-6yTHNTHAPOKCHAHHU30JIA Ha
XpoMaTtorpamme pacteopa
CTaHAapPTHOTO obpasua
GyTHITHIPOKCHAHU30TIA (pazmen
«Copnepxanue
OYTHITHAPOKCHAHU30J1a»).
4 Average weight / Cpeausis 70.2 mg/70.2 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 Mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeyanue: [Tpogykr coorBeTcTByeT TpeboBanusam H/I 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: Pardeep Tposepenp: Himesh Kumar | Ono6peno: Menepkep / Pykosoaurens
Kumar c‘__':.!._-— QL/./:::: Abhishek Chauha&
/ ~ -
Reprint Date / Reprint Date / Reprint Date / \
Jata: 30.10.2023 Hara: 30.10.2023 Jara: 30.10.2023

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: LRS19SAP1984PLCONASNT
www.drreddys.com



Dr.Reddy’s ‘3.‘

CERTIFICATE OF ANALYSIS

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

CEPTUO®HUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dkcnpecc (keToposak) TabneTKH, AUCTIeprupyeMble B NONOCTH pTa, 10 mr

Batch No / 1 V2302127 Batch Quantity / : 3600000 tab /
Cepha Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001697354 Date of Analysis / : 30.10.2023
AnAJuTHYecKHi oTUeT Ne Hara AHAJIH3A

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara mpoussoacrea I'onen no

Analysis performed according ND / Anann3s nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3ameHenue Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 4 of 8 /Crp. 4 u3 8

1;.00 Test / IlokazaTean Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OAHOPOAHOCTDH Macchl 2/20 tablets - not more than = 20 % /

18/20 Tabnerox — He Oonee % 10 %
2/20 Tabnetok — He 6oiee + 20 %
5 Disintegration time / 00 min 13 sec / 00 MuH 13 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemoctb
6 Dissolution / PacTBopenue Unit-1 / Ta6n-1 99% Not less than 75% (Q) of
. C15H13NO3*C4H 1NO3 (ketorolac
Unit-2/ Tabn-2 100% tromethamine) in 15 min / He MeHee
Unit-3 / Tabn-3 99% 75% (Q)  CisHisNO3*CsHi1NO;s
. . (xeToponlaka  TpOMETaMHMH)  4epe3
Unit-4 / Tabn-4 96% 15 MuH
Unit-5 / Ta6n-5 99%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTs 710 pm sieve is formed. / Obpa3yercs
OOHOpPOIHAs CYCIEH3Hs, MpPOXOIAIas
CKBO3b CHTO C pa3MepOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms

IMTpumeuanue: [Ipoaykrt cooTBeTcTBYET TpeboBanusimM HJI

to ND/

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
[ogrororneno: Pardeep
Kumar

—

Checked by /
Ipoeepeno: Himesh Kumar

~

Approved by: Manager/Executive /

Onobpeno: Menemiep / PykoBoaurens
Abhishek Chauhan ﬁ

\

Reprint Date /
Jara: 30.10.2023

Reprint Date /
Hara: 30.10.2023

Reprint Date /
Hara: 30.10.2023

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: L85195AP1984PLCON4507
www.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, INDIA
Tel : 491 98166 56001-02

CEPTHOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxykr: Keropon® Dkenpecc (keToposak) TabneTku, AMCIIEprupYeMBIE B MONOCTH pTa, 10 Mr

Batch No / : V2302127 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepuu 3600000 tab
Analytical Report No / : 890001697354 Date of Analysis / : 30.10.2023
AHAalMTHYECKHH oTyeT No JlaTa aHanmn3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara npou3BojcTBa TI'ogen no

Analysis performed according ND / Ananus nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel ot
27.12.2021, u3menenue Ne2 or 11.11.2022)

Page S of 8/ Crp. Su3z 8

8 Related impurities / PoxcTBeHHbIe NpuMecH

1-ruppoxcuananor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6uapyxenus ([10 =

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

KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaIOr KETOpOJIaKa
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eMHIYHAs
HEeUAECHTUUIIMPOBAHHAS
MPUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMa nipumeceit

9 Water / Boaa 23 % Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTo4Hble OpranuyecKkue pacTBOPHTEH

Isopropyl alcohol /
Hzonponaxon

S pg/tab/
5 MKT B TableTke

Not more than 350 pg/tab /
He 6onee 350 Mxr B TabNeTke

Remarks: The Product conforms to ND/
ITpumeuanne: IlpogykT coorBeTcTBYET TpebOBaHMsM HJT

Conclusion: APPROVED /
3akmwuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotosneno: Pardeep ITposepeno: Himesh Kumar | Ono6peno: Menemitep / PykoBoauress
Kumar OL"' ~__~—~, | Abhishek Chauhan \ \
Reprint Date / Reprint Date / Reprint Date / "

Jara: 30.10.2023 Hara: 30.10.2023 Hara: 30.10.2023

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: L85195AP1984PLCO01507

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 98166 56001-02
CEPTH®VIKAT AHAJIA3A  Www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Dxenpece (keToponak) TabeTkH, AHCNEPrupyeMbIE B N0JIOCTH pTa, 10 Mr

Batch No / : V2302127 Batch Quantity / : 3600000 tab /
|Cepusi Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001697354 Date of Analysis / : 30.10.2023
AH2ATuTHYecKHH oT4YeT No JaTa aHajIH3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara npoM3BoACTBA T'oxen xo

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

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / Mukpo6nonornyeckas YMcTOTa™

a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / O6Luee yucno NA He 6omee 1000 KOE/r
a3poOHBIX MHKPO-
OpraHu3MoB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O61iee NA He 6onee 100 KOE/r
YHCJIO JPOXIKEBBIX U
IUIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBUE B 1 T
12 | Uniformity of dosage units / 4.9 Acceptance value (AV) not more than
OaHOPOAHOCTH 15.0 / ITpuemouHoe 3Hayenue (AV) He
JA03MPOBaHUS 6onee 15,0.
13 | Assay/KoaunyecTBeHHOE 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpeaejieHue (98.1 %) Ci1sHi13sNO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 MT C15H13NO3‘C4H11N03
(xetoponaka Tpomeramus) (ot 90,0 mo
110,0 % OT 3asBNEHHOTO KOJIHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0975 mg/tab / Not less than 0.042 mg/tab /
content / Copep:xaHue 0.0975 mr B Tabnetke He menee 0,042 mr B TabneTke
Oy THJITHAPOKCHAHM30J12

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeuanwue: IIpoaykr cooTBeTcTBYeT TpeboBaHUIM HJT

3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxrorosneHo: Pardeep [Tposepeno: Himesh Kumar | Ono6peno: Menemgep / Pykosoaurens
Kumar ﬁ C}l’_’—ﬂ Abhishek Chauhan L

Reprint Date / Reprint Date / Reprint Date / \

JHara: 30.10.2023 Hara: 30.10.2023 Hara: 30.10.2023

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: 1 RR195AP1984PI CONAS0T

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
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Ketopon™ Dxenpecc (keToponak) TabneTku, JMCieprupyeMble B NOJIOCTH pTa, 10 Mr

Batch No / 1 V2302127 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001697354 Date of Analysis / : 30.10.2023
AHaauTuyeckuii oTuer No Jara ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara npou3sBojcTBa I'onen xo

Analysis performed according ND / Ananu3s nposegen o HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 70f 8 /Crp. 7u3 8

15 | Package/ YnakoBka 10 tablets in a blister of [ 10 tabletsinablister 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. / ITo 10
information leaflet in a carton | Tabnetok B 6nuctepe uz (IA/AJI/IID ¢
pack. / Ilo 10 Tabnerok B | Bmaromornorurenem/[1DBIT) ¢onbru //
6mucrepe w3 (ITA/AJVIID ¢ | (II3/AJ) donsru. Tlo 1 wu 2 GnucTepa
Briaronoriaoturenem/IIOBIT) C HMHCTPYKLMEH 0[O NpPUMEHEHHIO B
donsru // (II3/AJT) doneru. [lo | mauky KapTOHHYIO.

2 6mucTepa ¢ UHCTPYKUMEHR Mo
NpUMEHEHHIO B HauKky
KapTOHHYIO.
16 Labeling / Mapkupogka According to ND / B cootBetcTBuu ¢ HJT
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbiiue 25 °C.
Xpaneuue
18 | Shelf life / Cpox roamocru 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.
* IIpu BBINYCKe JIEKAaPCTBEHHOrO NMpenapaTa KOHTPOJIb KaYeCcTBa M0 NoKasaTe o « MuKpoouooruyeckas
YHCTOT2» MPOBOAUTCH 415 KaxaoM 20-0if cepuu, HJIM AJIsl OAHOI CEPUM B IO, B 33BHCHMOCTH OT TOI0, YTO

HACTYIHT paHbLIe.

Remarks: The Product conforms to ND/

IMpumeuanue: [ponykr cootBeTcTByeT TpeGosanusam HJT

Conclusion: APPROVED /
3axawuenune: OJJOBPEHO

Prepared by /
Iloarorosneno: Pardeep

Checked by /
IMpoeepeno: Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pykosoauress
Abhishek Chauhan M

i,

Kumar i
Reprint Date /

Hara: 30.10.2023

Reprint Date /
Jara: 30.10.2023

Reprint Date /
Jara: 30.10.2023

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: 185195AP1981PLC004507

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
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponyxr: Keropon® Skenpece (keToponak) TabneTkH, NMCIeprupyeMble B M0JI0CTH pra, 10 Mr

Batch No / : V2302127 Batch Quantity / : 3600000 tab /
| Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 890001697354 Date of Analysis / : 30.10.2023
Ananurndeckuii oryer Ne Jata ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npou3BoacTBa T'onen no

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nzmenenne Nel ot

Page 8 of 8 /Ctp. 8 u3 8

API name / Haumenopanue ADC:

Ketorolac tromethamine / Keropomnaxa

Homep cepuu cy6ecTanuuu npoussoautens IJI®:

TPOMETaMUH
INN / MHH: Ketorolac / Keropounak
API manufacturer batch number /
Homep cepuu npousBoaurens A®C: SBQE005387
FP Manufacturer API Batch number / FEQA00494

API Manufactured by & country /
IIpouspoautens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc Jita., Uuaus

Remarks: The Product conforms to ND/
IMpumeuanue: [IpogykT cooTBeTcTBYET TpebopanusmM HJL

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Checked by /
Ioarorosnexo: Pardeep

I poscchO: Himesh Kumar

~

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Abhishek Chauha H \

\

Kumar O-L”'
Reprint Date /

Hara: 30.10.2023

Reprint Date /
Hara: 30.10.2023

Reprint Date /
Jara: 30.10.2023
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