D ’ Q’.‘ Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
F. Reddy S Qe Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Te! : +91 98166 56001-02
CEPTHOHUKAT AHAJIH3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon” Jxcnpece (KeTopona K) Tabnerki, JHcnepripyenbic B MOJIOCTH PTa, 10 Mr

Batch No / : V2302245 Batch Quantity / : 3600000 tab /
Cepusi Ne O6bem ceprn 3600000 a6
Analytical Report No / : 890001698976 Date of Analysis / : 09.11.2023
AnanuTuyecknii oryer No JlaTa aHaJin3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Hdara mpoM3BOACTBA T'open n0

Analysis performed according ND / Anajius npoBeieH rio H:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ n3menenne Nel or

27.12.2021, namencune Ne2 ot 11.11.2022)

Page 1 of 8/ Crp. 1 M3 8

1;.: Test / [loka3aTeab Results / Pe3yasTaThl Specification / Hopma
1 Description / Onncanne Light yellow round flat beveled | Light yellow round flat beveled tablets i
tablets with "|" debossed on one | with "|" debossed on one side. /

side. / Kpyrisie, miockde | Kpyribie, mIOCKHE TabneTkH ¢ dhackoi,
tabneTk ¢ (ackoH, CBETNO- | CBETJIO-XKENTOTO UBETA C rpaBUPOBKOM
JEJITOTO LBETa C TPaBMPOBKOH | «l» Ha OJHOH CTOpPOHE.

«l» Ha OHOM CTOPOHE.

2 Identification / TTonmMBHOCTH

Ketorolac / Kemoponak
a) ByUV/ Complies / CooTBeTCTBYET UV spectra of the test solution and
YV ®-cniekTpodhoTOMETPUA ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-CnekTpbl
[OMIOIIEHHA HCOBITYEMOTO pacTsopa 1
pacTeopa  CTammapTHoro  obpasua
KeTOpOJIaka TPOMETAMHHA  JOJDKHbI
MMETh MAKCHMYMBI IIPH OJIHOM 1 TO#H XKe
ANKHE BOJHBI (£ 2 HM).
Remarks: The Product conforms to NI/ Conclusion: APPROVED /
[pumeuaniie: TIpoAyKT COOTBETCTBYET Tpedosannam HJI 3axmoyenne: OJOEPEHO
Prepared by /. Checked by / Approved by: Manager/Executive /

IToprotosneno: Rama kant IIpoeepero: Pardeep Kumar | OnobpeHo: Meunemxkep / Pykopogurens
! } .
L&U&jtﬂ/’ _ 3 Manoj Kumar @ﬁé

Reprint Date / Reprint Date / Reprint Date /
Jara: 09.11.2023 Jata: 09.11.2023 Jara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L05195AM1984RLC001607
www.drreddys.com




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJINU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxT: Keropon™ Skcnpece (ketoponak) tabnerici, ANCNEPIipyeMbI¢ B TIOJIOCTH PTa, 10 Mr

Batch No/ : V2302245 Batch Quantity / : 3600000 tab /
Cepns Ne Oo0bem cepun 3600000 tab
Analytical Report No / : 890001698976 Date of Analysis / : 09.11.2023
AnaauTHyecKuii oTyeT No JaTa anaausa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npoH3BOACTBA I'ogen go

Analysis performed according ND / Anann3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page20f8/Crp.2 m3 8

No

Test / [Toka3zaTens
No

Results / Pe3ynntarsl

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). / BpeMa yHAepxuBaHHA
OCHOBHOTO IMKa Ha XpOMaTorpaMme
HCIIBITYEMOr0 ~ DPacTBOpa  JOJIKHO
COOTBETCTBOBAThb BpPEMEHU
YAEPX1BAHUSA OCHOBHOI'o IIMKa Ha
XpoMaTorpamme pacTBOpa
cTaHaapTHOro ofpasna KeropoJjaka
TPOMETaMUHA (pasnen

«KoJIMIeCTBEHHOE ONpeeNICHHER).

Remarks: ‘I'he Product contorms to NLY/

Ipumeuanwe: [Tponykr cooTBeTcTBYET TpeboBanuam HJL

Conclusion: APYROVED /
3arunouyenue: OJJOBPEHO

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

IToarorosneno: Rama ka{lt [Iposepeno: Pardeep Kumar | Onobpero: Menemkep / Pykosgaurens
{ : i‘/ : _ Manoj Kumar @:ﬁ

Reprint Date / Reprint Date / Reprint Date /

Hara: 09.11.2023 Hara: 09.11.2023 Hara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN; L85195AP1984PLC0O04507

www.drreddys.com




D d , .‘ .o Dr. Reddy's Laboratories Ltd.
r Formulation Unit-6
K Red y S . Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®HUKAT AHAJTH3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpogyrr: Keropon” Dxcnpece (keToposiak) TabneTki, HCHEprHpyembic B nonoctu pra, 10 Mr

Batch No/ 1 V2302245 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001698976 Date of Analysis / : 09.11.2023
AnanuTHaeckuii oryer Ne JlaTa apajn3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jata DpOH3BOACTBA Tomeun no

Analysis performed according ND / Anaaus npoBegeH 1o BI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ n3menenue Nel or
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page30of 8/ Crp.3 u3 8

No
Ne
3 Identification Complies / CooTeTCTBYET The retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3
TToANMHHOCTE butylhydroxyanisole peaks on the
Gy THITHAPOKCHAHK30N 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 YIepXHBAHUA
NHKOB  2-OyTHITHAPOKCHAHH30JA H
3-6yTUNTMIPOKCHAHH30/1a Ha
XpomaTorpamMme HCIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATEH
BpeMEeHaM  YNCpXHBAHIL UKOB
2-6yTIWIrHAPOKCHAHHU3011a "
3-6yTUNTHAPOKCHAHKH30NA Ha
xpoMarorpamme pacrsopa
CTAHNAPTHOTO obpasna
6yTHJITHIPOKCHAHU30/1a (pazmen
«CopepxaHue

Gy TIITHAPOKCHAHU30TIAY).

Test / [TokasaTeb Results / Pe3ynbTathbl Specification / Hopma

4 Average weight / Cpeausst 69.4 mg / 69.4 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). [/
macea Or 67,2 Mr 10 72,8 Mr (70,0 Mr+4,0 %).

Remarks: The Product contorms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [IpoyKT COOTBETCTEYET Tpeboranuam HJ 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Moxrorosneno: Rama kant ITposepeto: Pardeep Kumar Onodpeno: Menemkep / PykooanTens
i) E tk.ﬂ’*[&% QL/, Manoj Kumar @,j
~

P

Reprint Date 7 Reprint Date / Reprint Date /
Jara: 09.11.2023 Jara: 09.11.2023 Jara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email; mail@drreddys.com
CIN: L185195AP1984PLC004507
www.drreddys.cuim




D q @® .l Dr. Reddy’s Laboratories Ltd.
y ) , i
Formulation Unit-6
L Reddy S e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTHOHUKAT AHAJTA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” Dxenpecc (keToposiak) TadneTki, ANCNepripyemsle B MONOCTH prd, 10 mr

Batch No / : V2302245 Batch Quantity / : 3600000 tab /
Cepha Ne Oo6nem cepi 3600000 Tab
Analytical Report No / : 890001698976 Date of Analysis / : 09.11.2023
AnainrHueckuii oTuer Ne JlaTa anasn3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa NpON3BOACTBA I'onen 1o

Analysis performed according ND / Aranns nposenen no HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ u3mcHenue Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 4 of 8 /Crp.4 3 8
1;.2 Test / Iloka3aTens Results / Pe3ynbTathl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTHL MACChI 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Gomee + 10 %
2/20 Tabnetok — He bosee + 20 %
5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 Muu
PacnapaemMoceTh
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 100% Not less than 75% (Q) of
. C1sH3NO3*C4H |1 NO3 {ketorolac
Unit-2 / Tabs-2 99% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 98% 75% (Q)  CisHisNO3;*C4H (NO3
. P (keToponaka  TPOMCTaMMH)  Yepes
Unit-4 / Tabn-4 100% 15 MHE
Unit-5 / Tabn-5 104%
Unit-6 / Tabn-6 103%
7 Fincness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JIncnepeHocTs 710 pm sieve is formed. / O6pasyercs
OIHOpOAHAS CYCNEH3usd, MPOXOAAINast
CKBO3b CHTO C pa3MEpoM OTBEPCTHUH
710 MKM.
Remarks: 1he Product conforms 1o WD/ Cunclusion: AFPROVED /
TIpumeuanue: [Tpoaykr coorBercTByeT Tpebosanuam HJT 3axkmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Rama kant IIposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pyi\'onoﬁmema

%uub’“& Oﬁ:_ Manoj Kumar @_ﬁi———-

Reprint Date / 1 Reprint Date / Reprint Date /
Jata: 09.11.2023 Hata: 09.11.2023 Jara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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 : 491 98166 56001-02
CEPTHOUKAT AHAJIHA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpece (keToponak) Tabaetki, ANCACPripyeMbie B NONOCTH PTa, 10 mr

Batch No / + V2302245 Batch Quantity / : 3600000 tab /
Cepust Ne O6Bem cepitit 3600000 tab
Analytical Report No / : 890001698976 Date of Analysis / : 09.11.2023
ApanuTH4eckui oTgeT Ne Jlara amajnia

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa npoH3BOACTEA T'omen no

Analysis performed according ND / Ananu3 uposeaen no HJI:

JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page Sof 8 /Crp. Su3 8

8 Related impurities / Poacreensbic npumech

_|

ketorolac 1-hydroxy analog /
1-ruapokcuaHanor

Below LOD (LOD = 0.0010 %) /
Huxe nipeaena obnapyxerua (IO =

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

KeTOpoJjiaKa 0.0010%)
ketorolac 1-keto analog/ 0.06 % Not more than 0.8 % / He 6osee 0,8 %
1-keToaHanor KkeToposaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
€IMHAYHAs
HeHaeHTMOUUMpOBaHHAA
NPHMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee'1,0 %
CymMa npuMmeceit

9 Water / Bona 2.6 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble 0OpraHuyecKie pacTBOPHTENH

Isopropyl alcohol /
Hzomnponanon

3 pg/tab/
3 MKr B TabneTke

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

Remarks: 1he Produict contorins to NL/
[pumedanne: [Tpoaykr coorserctayet Tpebosanusm HJT

conciusion: APPFROVED /
axarouenne: OJOBPEHO

Prepared by /
Toaroropneno: Rama kant

ok

Checked by /
Iposepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
Onobpero: Menemxkep / Pykosonurens
Manoj Kumar 2

Reprint Date /
Hara: 09.11.2023

Reprint Date /
Hara: 09.11.2023

Reprint Date /
Jara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L8&51S5AP1584PLC0O04507
www.drreddys.com




Dr.Reddy’s Qj’:’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Te! : +31 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxkr: Keropon™ Dkcmpecc (keToponak) TabneTky, [UCneprupyemMuie B HOAOCTH pTa, 10 mr

Batch No / 1 V2302245 Batch Quantity / :+ 3600000 tab /
Cepusi Ne O6bem cepum 3600000 Tab
Analytical Report No / : 890001698976 Date of Analysis / : 09.11.2023
AnanurHyeckuii otyer Ne JlaTa anaansa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jlara npou3BoAcTBa T'ogen g0

Analysis performed according ND / Anasu3s nposeaen no HJI:
JIIE-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 3 8

11 | Microbial enumeration tests / MukpoGuosiornyeckas yucrora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

Count / Ob1uee yuc:o NA He 6onee 1000 KOE/r
a3po6HBIX MHEKPO-
OpraHn3MoB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6iee NA He Gonee 100 KOE/r
YHCIIO APOXKIKEBBIX U
IECHEBbIX rpuboB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBue B 1 1
12 | Uniformity of dosage units / 4.4 Acceptance value (AV) not more than

15.0 / TIpuemouHoe 3HaueHHe (AV) He

content / CopaepxaHHe
OyTHIATHAPOKCHAHU30.1A

0.0974 mr B Tabnetke

OaHopoaAHOCTDL
03N POBARUS 6onee 15,0.
13 | Assay/KoanuecTBeHHOE 10.0 mg / 10.0 Mr From 90mg to 11.0mg of
onpeaesieHne (100.3 %) CsH13NO3*C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
mo 11,0mr  CisHisNO3+C¢H 1NO;
(xeroponaka TpometamuH) (o1 90,0 mo
110,0 % OT 3asBICHHOTO KOJIMYECTBA) B
Tabnetke
14 | Butylhydroxyanisole 0.0974 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 Mr B TabneTke

Concluylon: ATMPROVED /
3axmouenne: OJJOGPEHO
Approved by: Manager/Executive /
Onobpero: Menemxep / PykoBonurens
Manoj Kumar

Keluatks! [he Troduet conforiny v DY

ITpumeyanue: [IpoaykT cooTBeTCTRYET TpeboraHusM HJJ
Prepared by / Checked by /
IToarotosneno: Rama kant IIporepeno: Pardeep Kumar

o

{tu

Reprint Date /
Jara: 09.11.2023

Reprint Date /
Jara: 09.11.2023

Reprint Date /
Hata: 09.11.2023

Registered Dffice: 8-2-337, Road No. 3, Banjura Hiils, Hvderabad - 500034, felangana, india
Tel: +91 40 4300 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: LB5155AP1984PLCO04507
wyaw.drreddys.com




Dr.Reddy’s “;‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P.,, 173 205, INDIA
Tel : 491 98165 56001-02

CEPTHOHKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkenpecc (keroponak) TabaeTky, AMCIeprupyemsie B N0JIOCTH pTa, 10 mMr

:+ 3600000 tab /

Batch No / 1 V2302245 Batch Quantity /

Cepust Ne O6beM cepHA 3600000 120
Analytical Report No / : 890001698976 Date of Analysis / : 09.11.2023
AnaanTHYecKHii oTuer Ne JMara anannia |
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025

Jara npon3soacTsa Tomen no

Analysis performed according ND / Auann3s nposenen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHenne Nel ot

27.12.2021, uamenenne Ne2 or 11.11.2022)

Page7of 8 /Crp. 7u3 8

15 | Package/YmnakoBka 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
6nucrepe u3  (ITA/AJVIIS ¢
BrnaronornoTureneM/I19BII)
donsru // (I1/AJ1) doneru. ITo
2 GmucTepa ¢ MHCTPYKIUEH 0O
NpAMEHEHHIO B nagKky
KapTOHHYO.

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
‘Tabnerok B 6ucrepe u3 (ITA/AJVIID ¢
prnaronornoTuteneM/ITIBII) donern //
(T13/AJ) dponbra. Ilo 1 unu 2 6nucrepa
C HMHCTPYKIHMEH DO TpPUMEHEHHIO B
NauKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootercTBHH ¢ H]

Xpaneuue

17 Storage conditions /

Below 25 °C. / IIpu TeMnepatype He Briure 25 °C.

18 | Shelf life / Cpok roasocTn

2 years / 2 ropa

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
each 20¢th batch, or for one batch in a year whichever is earlier.
* [Ipu BLIMYCKe JIeKapCTBEHIIOr0 NpenapaTa KOHTPOJIb KauecTBa Mo noxasateliio «Mukpodnonorinyeckas
YHCTOTAa» MPOBOAMTCS A Kaxaol 20-0if cepHH, HIH NS OZHON CEPHH B rOJ, B 3aBHCHMOCTH OT TOr0, 4TO

HACTYITUT paHbliLe,

Remarks: The Product conforms to ND/

IMpumeuasnue; Ilpomykr cooTeeTcTBYET Tpedosanuam HJ{

Conclusion: APPROVED /
3axmouenne: QJIOBPEHO

Prepared by /
ToarotoeneHo: R

[

£

ama kant

Julod e

Checked by /
Tlpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykoeoaurein
Manoj Kumar Yodnil

Reprint Date /
Jara: 09.11.2023

Reprint Date /
Hara: 09.11.2023

Reprint Date /
Jata: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabud - 300034, Telangang, india
Tel: +91 40 4300 2900, Fax: +91 30 4800 2299, Emazil: rrail@drreddys.com
CIN: L851S5AP1984PLCO04507

www.drreddvs.com




D ‘..! Dr. Reddy's Laboratories Ltd.
? © . .
Formulation Unit-6
r. Reddy S ". Vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel ; 491 98165 56001-02
CEPTHOHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dxenpece (keToponak) TabreTki, ANCNEPrHpyeMbie B N0/I0CTH Pd. 10 mMr

Batch No / $ V2302245 Batch Quantity / : 3600000 tab/
Cepun Ne Ob61bem cepiti 3600000 Tab
Analytical Report No / : 890001698976 Date of Analysis / : 09.11.2023
AnanuTHYecKHi oTdeT Ne Jlara aHaJau3a

Date of Manufacture / : 10-2023 Date of Expiry / + 09-2025
Jara npoHM3BOACTBA I'ogen o

Analysis performed according ND / Anain3 npoBe/ieH no HI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenernne Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 8 of 8/ C1p.8m3 8

API name / HaumenoBanue ADC: Ketorolac tromethamine / Keroponaka
TPOMCTaMHH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun aposssonntens ADC: ABQH004831, ABQH005495

FP Manufacturer API Batch number /

Homep cepun cyGeranunn nponssoanTens LI@: FEQA00500, FEQAGO501

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

Ipouseoaurens AQC, crpana: JI-p Pennw'c JlaGoparopuc Jit., Wuans
Remarks: The Product conforms to ND/ Cuuclusion: APPROVED /
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