Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

1. Reddy's Laboratories Ltd.
Formulation Unit-o

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Skenpece (keroponak) TabneTku, AUCHEepripyeMsble B MOJIOCTH pta, 10 Mr

Batch No / : V2301273 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM ceprH 3600000 Tab
Analytical Report No / : 890001674646 Date of Analysis / : 17.07.2023
AHaJuTHYECKHH oTyeT No JlaTa aHaan3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jata npousBoacTBa T'ozen no

Analysis performed according ND / Anann3 nposenen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, nzmenenue Ne2 ot 11.11.2022)

Page 1 of 8/ Crp. 1 u3 8

No

Test / ITokazaTenan
No

Results / Pe3yabTaTsl

Specification / Hopma

1 Description / Onucanune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymisle, miockue
Tabnetkd ¢ (¢ackoif, CBETIO-
XKEJNTOr0 LBETa C IPaBUPOBKOM
«l» Ha OJHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsle, nnockue TabneTku ¢ packoi,
CBETJIO-KENTOro IBeTa C IPaBUPOBKOI
«l» Ha OJHOM CTOpOHE.

2 Identification / IToguaHOCTD

Ketorolac / Kemopoaak

a) Byuv/
Y®-cnexTpodoToMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
TIOTJIOIIEHHS MCIIBITYEMOTO PacTBOpa U
pacTBOopa  cTaHmapTHoro  obpasia
KETOpoJiaka TpOMETaMHHA  JTOJDKHBI
MMETHh MaKCMMYMBI [IPY OJHOM U TOH ke
JJIMHE BOJIHEI (* 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: IIpoaykrt coorsercTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3axmouenune: OJJOGPEHO

Prepared by /
IMoarorosneno: Shivani Devi

T

Checked by /
[TpoBepeno: Pardeep Kumar

g

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTens

Amit Kumar h ‘\\_’/

Reprint Date /
Hara: 17.07.2023

Reprint Date /
Hara: 17.07.2023

Y -

Reprint Date /
Hara: 17.07.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

Cr. Reddy's Lahoratories iLtd.
Formulation Unii-o

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToponak) TableTky, AUCIIeprupyemple B IOJIOCTH pTa, 10 Mr

Batch No / : V2301273 Batch Quantity / : 3600000 tab /
Cepust Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 890001674646 Date of Analysis / : 17.07.2023
AHanuTHYeCKHI oT4eT No JaTa aHanu3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npousBoacrsa T'oxen o

Analysis performed according ND / Ananus nposenen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page2 of 8 /C1p. 2 n3 8

No

Test / [Toka3aTesanb
Ne

Results / Pe3ynbTaThl

Specification / Hopma

b) By HPLC / BOXKX

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 ynepxuBaHus
OCHOBHOTO IIMKa Ha XpOMaTorpamme
UCTILITYEMOTO  pacTBopa  JOJIKHO
COOTBETCTBOBATh BPEMEHH
yIOEPXUBaHMA OCHOBHOTO TMHKA Ha
XpOMaTorpamMmme pacTBopa
CTaHIapTHOTO KeTOopOJiaKa
TpOMeTaMHHa (pa3men
«KOJIMYECTBEHHOE ONPENETIEHUED).

obpazna

Remarks: The Product conforms to ND/

ITpumeuanue: I[poaykT cOOTBETCTRYET Tpebosanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Shivani Devi

AT

Checked by /
IIpoBepeno: Pardeep Kumar

P

Approved by: Manager/Executive /
Onobpeno: Menemicep / Pykosoautesns
Amit Kumar

f— u-v“;\\ -

Reprint Date /
Jata: 17.07.2023

Reprint Date /
Jara: 17.07.2023

Reprint Date /
Hara: 17.07.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

i Redav's Laboratorias iid
Formulation Unii-3

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND}IA
Tel : 491 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Dkcnpecc (keToponak) Tabnerku, 1ucneprupyeMble B MoJaocTH pra, 10 mr

Batch No / : V2301273 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 890001674646 Date of Analysis / : 17.07.2023
AHaJIHTHYECKHH oTyeT Ne JlaTa aHaJiM3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara nponsBoacTea I'open 1o

Analysis performed according ND / Anamu3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot
27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 3 of 8/ C1p. 3 u3 8

ﬁ.? Test / Iloka3aTenn Results / PesyabTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
[oanuHHOCTD butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHHM30/T 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 yaepXuUBaHHA
NHUKOB  2-OyTHITHOPOKCHAHH30JIA M
3-0yTHIrHAPOKCHAHH301a Ha
XpoMarorpamme HCTIBITYEMOTO
pacTBOpa JO/DKHBEI COOTBETCTBOBATH
BpeMEHaM  YNCPXHBAHHA  ITUKOB
2-6yTHITHAPOKCHAHH30J1a U
3-6y TUNTUAPOKCHAHU3OTA Ha
XpoMaTorpaMmme pacTBopa
CTaHAAPTHOTO obpasua
Oy THITHAPOKCHAHU30TIA (paznen
«Conepxanune
Oy TUNTUAPOKCHAHU30JIAY).
4 Average weight / Cpennsis 70.0 mg/ 70.0 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr mo 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: [Ipoaykr coorBercTBYET TpeboBanusm HJJ 3axkmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Shivani Devi | IIposepeno: Pardeep Kumar | Onobpeno: Menemep / Pykosoaurens
AT Amit Kumar _ ,':}::;-
Reprint Date / Reprint Date / Reprint Date /
Jara: 17.07.2023 Hara: 17.07.2023 Hara: 17.07.2023

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

On Reddy's Leboraicries Lid
Formulation ¢
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToposiak) TabAETKH, TUCIIEPrUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2301273 Batch Quantity / : 3600000 tab /
Cepust Ne Oo0beM cepuu 3600000 Tab
Analytical Report No / : 890001674646 Date of Analysis / : 17.07.2023
AHanuTHYeCKHH oTYeT No Jara anau3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jarta npouszBoacTsa I'open no

Analysis performed according ND / Anains nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot
27.12.2021, namenenue Ne2 or 11.11.2022)

Page 4 of 8/ Ctp. 4 m3 8

i? Test / IlokasaTenn Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OaHopoaHOCTH Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Goxee * 10 %
2/20 Tabnetok — He Hoaee = 20 %
5 Disintegration time / 00 min 21 sec / 00 MuH 21 cex Not more than 3 min / He 6onee 3 MuH
Pacnamaemoctb
6 Dissolution / PacTBopenue Unit-1 / Tabn-1 104 % Not less than 75% (Q) of
. Ci15sH13NO3*C4H 1 1NO3 (ketor olac
Unit-2 / Tabn-2 103% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 102% 75% (Q  CisHisNO3*CsH11NO;
) . (kxeToposiaka ~ TPOMETaMHUH)  Hepes
Unit-4 / Ta6n-4 100% 15 MHEH
Unit-5 / Ta6x-5 99%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucrnepcHOCTD 710 pm sieve is formed. / O6pazyercs
OMHOpONHAs CYCHEH3Hs, NPOXOIAIast
CKBO3b CHTO C pPa3MepoM OTBEPCTHI
710 MKM.

Conclusion: APPROVED /
3akmiouenne: OJIOBPEHO
Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens
Amit Kumar

Remarks: The Product conforms to ND/

ITpumeuanue: IIponykT cootsercTBYyeT TpeboBanusM HJL
Prepared by / Checked by /
IToarorosneno: Shivani Devi | IlpoBepeno: Pardeep Kumar

b5 1

Reprint Date /
Hata: 17.07.2023

~ o

v

Reprint Date /
Hara: 17.07.2023

Reprint Date /
JHara: 17.07.2023

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

2n Redd/'s inbaoraiorias itd.
“ormulation Liii-G

Vill. Khol, Nalagarh Foad, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Jxkcnpecc (keToponak) TabieTKH, AUCIIEPrUPYEMBIE B IONIOCTH pTa, 10 Mr

Batch No / : V2301273 Batch Quantity / + 3600000 tab /
Cepust Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001674646 Date of Analysis / : 17.07.2023
AnaauTH4yeckHii oTueT Ne Jara anajusa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa npou3BoacTBA I'onen 1o

Analysis performed according ND / Anann3 nposenen mo HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, nzmenenne Ne2 or 11.11.2022)

Page Sof 8/ Crp. Snu3 8

8 Related impurities / PoacTBeHHbIEe NpHMecH
ketorolac 1-hydroxy analog / Not detected / He oGHapyxena Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcuaHaior
KeTopoJaka
0.04 %
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-xeToaHayior KeToponaka
0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHMIHAS
HeUAECHTHGUITHPOBaHHAS
IPUMECH
Total impurities / 0.2 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit
9 Water / Bona 24 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 Residual solvents by GC/ OcTtaTouHble opraHu4ecKue pacTBOPUTEIH
Isopropyl alcohol / 12 pg/tab / Not more than 350 pg/tab /
H3zomnponaHon 12 Mkr B Tabnerke He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/

ITpumeuanue: IIpoaykT cooTsercTByeT TpeboBantam HJI

Conclusion: APPROVED /
3akmwuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moproroeineno: Shivani Devi | IIpoeepeno: Pardeep Kumar | Onmo6peHo: Menemkep / PykoBoautenn
T Amit Kumar AN—
e
Reprint Date / Reprint Date / Reprint Date /
Jara: 17.07.2023 Hara: 17.07.2023 Jara: 17.07.2023

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

nen ‘ o

. Reddy's Labo

catories Lid,
Formiutation Linit-&
Vill. Khol, Malagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND|A

tal 1491 98146 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Okenpecc (keToposnak) TableTku, AUcTeprupyeMbie B MOJI0CTH pTa, 10 Mr

Batch No / : V2301273 Batch Quantity / : 3600000 tab /
Cepusi Ne O0BeM cepuu 3600000 Tab
Analytical Report No / : 890001674646 Date of Analysis / : 17.07.2023
AHaJIHTHYeCKHH oTUeT No JlaTa apajansa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npoussoacTea I'open no

Analysis performed according ND / Auanu3 nposexen mo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, mamenenue Ne2 or 11.11.2022)

Page 6 of 8/ C1p. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uoaoruyeckas yncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uiee yucio He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpTaHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1uee He 6onee 100 KOE/r
YHCIIO IPOMIKEBBIX U
IUIECHEBLIX IPUBOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHEe B 1 T
12 Uniformity of dosage units / 5.0 Acceptance value (AV) not more than
OpHopoaHocTh 15.0 / IlpuiemouHoe 3Ha4YeHue (AV) He
I03MpOBaHMS Gonee 15,0.
13 | Assay/KoundecTrBeHHOe 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
omnpeaeJieHHe (99.8 %) Ci15sH13NO3*C4H;1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi(e] 1 1,0 Mr C15H13NO3'C4H11N03
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asABJIeHHOr0 KOJIM4YECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0972 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0972 mr B TabneTke He menee 0,042 mr B Tabnerke
Oy THArHAPOKCHAHM30J1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: ITpomykr cooTBeTcTBYET TpeboBanusm HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloxrotosneno: Shivani Devi | IIpoeepeno: Pardeep Kumar | Omo6peno: Menemiep / PykoBonutens
T Amit Kumar [\ - MN—
} I C.‘;L’_‘ [~- T
Reprint Date / Reprint Date / Reprint Date /
Hara: 17.07.2023 Hara: 17.07.2023 Hara: 17.07.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

2r. Redd's Laboratories Ltd
Formulation Unit-G

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

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTHO®UKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® kenpecc (keToponak) TabeTKH, AUCTIEPrUPyeMbIe B OJIOCTH pTa, 10 Mr

Batch No / : V2301273 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 tab
Analytical Report No / : 890001674646 Date of Analysis / : 17.07.2023
AHAaJNTHIECKHI oTYeT No Jara ananuza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npon3BojacTBa T'onen po

Analysis performed according ND / Ananu3s nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

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 tabletsin a blister of (PA/AL/PE with

foil.

(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
2 Dblisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Ta6netok B Gumctepe u3 (ITA/AJI/IID ¢

pack. / Ilo 10 Tabnerox B | Bmaromoriorutenem/[I9BII) donbru //
6muctepe w3 (ITA/AJVIID ¢ | (IIS/AJI) donsru. Ilo 1 umu 2 6aucTepa
BiaromnoriotutenaeM/I12BIT) C MHCTPYKLHEH II0 NPUMEHEHHIO B

¢doneru // (IT5/AJ1) ¢oneru. ITo | mauky KapTOHHYIO.
2 6nuctepa ¢ MHCTPYKLHMEH IO

NpUMEHEHHIO B nayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBetcTBUM ¢ H]

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiwe 25 °C.

XpaHeHue

18 | Shelflife / Cpok rogHocTn 2 years /2 ropa

* 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.
* TIpu BbINycKe JIEeKAPCTBEHHOTO NMpenapaTa KOHTPONb KayecTBa M0 MokasaTeao «Mukpobuosornyeckas

YHUCTOTA» MPOBOAHUTCSH AJISA Kaxgoii 20-oii cepuu, UJIH AJIH OHOI CepHH B roa, B 3aBUCHMOCTH OT TOro, 4TO

HACTYIIUT paHbLIE.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: IIponykT cooTBeTcTBYeT TpeboBanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarorosneno: Shivani Devi | [Tposepero: Pardeep Kumar | OmnobpeHo: Menemxkep / PykoBoaurens
AT Amit Kumar L
: E AW
Reprint Date / Reprint Date / Reprint Date /
Hara: 17.07.2023 Jarta: 17.07.2023 Jara: 17.07.2023

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

T Reddy's Lanoratories Ltd
“crmulation Unii-6

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

CERTIFICATE OF ANALYSIS . o1 en10e ceonton
CEPTUOPUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon" Dkenpece (keToponak) TabaeTku, AUCIeprupyeMBle B MOJI0CTH pra, 10 Mr

Batch No / : V2301273 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001674646 Date of Analysis / ¢ 17.07.2023
AHAJIHTHYCCKHI oTHeT No Jara ananuza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jarta npousBoacrBa I'open o

Analysis performed according ND / Auanu3 nposeaen no HJI:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot
27.12.2021, n3amenenue Ne2 or 11.11.2022)

Page 8 of 8/ Ctp. 8 u3 8

API name / HaumenoBaune ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepun cy6eTanumu npoussoautessa [JID:

TPOMETaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npoussoautens ADC: ABQHO001998
FP Manufacturer API Batch number / FEQA00289

API Manufactured by & country /
IIpousBoautens ADC, crpana:

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

Remarks: The Product conforms to ND/
[Tpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHMIM HJI

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

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

Ioarorosneno: Shivani Devi | ITposepeHo: Pardeep Kumar | Ono6peno: Menemxkep / PykoBomuTens
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