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 : 491 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorola¢y-OraliyDisintegrating Tablets 10 mg
Ipoldykr: Keropon® Dkcnpecc (keToponak) TabaeTku, AUcneprupyeMble B IOJAOCTH pTa, 10 Mr

sl ggeNansert bl

Batch No/ : V2301905 Batch Quantity / : 3600000 tab /
Cep¥a Ne Oo6bem cepuH 3600000 Tab
Analytical Report No / : 890001690783 Date of Analysis / : 29.09.2023
AnalluTHnuecknii oruet Ne . JlaTa anaiusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaT2 npou3BoJCcTBa I'onen xo

Analysis performed according ND / Ananus npoeegen mo HJ:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or
27.12.2021, namenenne Ne2 or 11.11.2022)

Page10of 8 /Crp. 1 u3 8

No

Test / IToka3zarennb
Ne

Results / Pe3ynbrath!

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymisle, miockue
Tabnetku ¢ ackoil, cBeTno-
)KENITOro IBETa C IPaBUPOBKO
«l» Ha OIHOIi CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisie, nnockue TabaeTku ¢ hackoii,
CBETJIO-KENTOrO LIBETA C IPaBUPOBKOI
«l» Ha OIHOM CTOpOHE.

2 Identification / [ToJIMHHOCTE

Ketorolac / Kemoponax

a) ByUv/
V@-cnekTpodoToMeTpHs

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
TIOTJIOLIEHHST UCTIBITYEMOTO pacTBopa 1
pacTBopa  cTaHmapTHoro  ofpasua
KETopoJiaka TpPOMETaMUHA  JOJIKHBI
MMETh MaKCUMYMBI [IPU ONIHOM U TOM ke
IUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

Ipumeuanue: [pogykr coorercTByeT Tpeboanusm HJI

Conclusion: APPROVED /
3axmouyenue: OJJOBPEHO

Prepared by /

IMoarotosneno: Santosh

Kumar Maurya @U
_/

Checked by /
IIposepeno: Pardeep Kumar

=lv

Approved by: Manager/Executive /
OnobpeHo: Menemwxep / PykoBoaurelis
N\

Amit Kumar < .

Reprint Date /
Jlara: 29.09.2023

Reprint Date /
Jlata: 29.09.2023

Reprint Date /
Jara: 29.09.2023

~—

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q3¢

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

CEPTHOPUKAT AHAJIN3A

www.drreddys.com

PlzdaictziﬁiasLOxol Express (ketorolac) Orally Disintegrating Tabléts d0ing s
IpoAykT: Ketopon® Oxcnpecc (keToponak) TabneTkH, AUCIEprupyemble B ONOCTH pTa, 10 Mr

BatchNo/ : V2301905 Batch Quantity / : 3600000 tab /
Cep¥a Ne O6bem cepuu 3600000 tab
Analytical Report No / : 890001690783 Date of Analysis / : 29.09.2023
AHaJluTn4yeckuii oTyer Ne JaTta agaan3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jdata npon3Boacrsa TI'ogen go

Analysis performed according ND / Ananuz nposenen no H/:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, n3menenue Ne2 or 11.11.2022)

Page 2 of 8/ Ctp. 2 u3 8

No

No Test / lloxa3aTennb

Results / PesynbraThl!

Specification / Hopma

b) By HPLC / BDXX

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  ynepXHBaHUA
OCHOBHOTO IHKa HAa XpOMaTorpamme
HCOBITYEMOrO  pactBopa  JOJDKHO
COOTBETCTBOBATh BpeMeEHU
yOEPXUBAaHUA OCHOBHOLO TMHKa Ha
XpoMarorpamme pacTBOpa
CTaHAaPTHOTO KETOpOJIaKa
TpOMeTaMUHa (paznen
«KOIUYECTBEHHOE OTIPENENCHUEN).

obpasua

Remarks: The Product conforms to ND/

IMpumeuanue: IIpoaykT cooTBeTcTByeT Tpebopanusm HJI

Conclusion: APPROVED /
3axiarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToaroroeneHo: Santosh [Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoauTelib
Kumar Maurya @{ Amit Kumar o I
Reprint Date / Reprint Date / Reprint Date /

Iata: 29.09.2023 Jata: 29.09.2023 Hara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. 191 40 4900 2900, laa. 19140 4900 2999, Cinail. imail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q‘:‘.

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

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

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

Product: Ketorol Express (ketoxblae)«@rally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okcnpecc (keToponak) Tabnerky, AMCNEPrupyeMble B MOJOCTH pTa, 10 mr_ -

RET ISR 1 GIRIEY

Batch No / © V2301905 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuu 3600000 Tab
Analytical Report No / :-890001690783 Date of Analysis / : 29.09.2023 :
AnanuTuueckuii oryer Ne g JlaTa ananusa -
Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npou3BoJcTBa T'open no

Analysis performed according ND / Anann3s nposeaen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, nsmenenne Ne2 ot 11.11.2022)

Page 3 of 8 / C1p. 3 n3 8

i:) Test / IlokazaTens Results / Pe3yabTaTel Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoannHHOCTH butylhydroxyanisole peaks on the
Oy THJrHAPOKCHAHU3ON 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 ynepXHBaHMA
NUKOB  2-OyTWITMAPOKCUAHU30JIA U
3-6yTUIrHAPOKCUaHU30]1a Ha
XpoMarorpamme UCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBAThH
BpEMEHAM  YICPXKUBAHMA [IHKOB
2-6yTIITHAPOKCHAHU30JIa u
3-6yTUATHAPOKCHAHH30JIA Ha
XpoMarorpamme pactBopa
CTaHIAPTHOTO obpasna
6yTUNrHAPOKCHAHKU30Ta (pazzmen
«Copnepxanue
OYTUITHAPOKCHAHN30IIa»).
4 Average weight / Cpennsas 69.9 mg /69.9 Mr 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 /
IMpumeuanue: IIpoaykt cooTBeTcTBYeT TpeboBaHUIM HJ| 3axmrouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToenexo: Santosh ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / P&gsonmenb
Kumar Maurya A Amit Kumar A~ -
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.09.2023 Hata: 29.09.2023 Hata: 29.09.2023

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
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

- [Prodit: ‘Faetorol Express (ketorolac) Orally Disintegrating Fablet&0img
HpedyxT: Keropon" Dkenpece (ketoponak) Tadierky, jgucneprupyembie B nosioct pra, 10 mr

" |BatchNo / : V2301905 Batclr-Quantity / : 3600000 tab /
Cep¥a Ne- Oo0bem cepHH 3600000 Tab
Analytical Report No / : 890001690783 Date of Analysis / : 29.09.2023
AHaJluTHYECKHI oT9eT Ne JlaTa aHaau3a :
Date of Manufacture / .t Sep. 2023 Date of Expiry / : Aug. 2025
HJara nuponssoacrsa T'opmen no

Analysis performed according ND / Anann3 nposegen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page4 of 8 /Ctp. 413 8

1}00 Test / Tloka3zaTens Results / Pe3ynstaTs! Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOJHOCTH Macchl 2/20 tablets - not more than = 20 % /

18/20 Tabnerox — He OGonee + 10 %
2/20 tabnerox — He 6onee = 20 %

5 Disintegration time / 00 min 18 sec / 00 muH 18 cex Not more than 3 min / He Gonee 3 Mun
Pacnagaemocthb

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 101% Not less than 75% (Q) of

. Ci1sH13NO3*C4H ;| 1NO; (ketorolac
Unit-2 / Ta611-2 101% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNO3*C4H; 1 NO;3

. . (xeroponaka  TpPOMETaMHH)  4Yepe3
Unit-4 / Tabn-4 94% 15 w
Unit-5 / Tabn-5 100%

Unit-6 / Ta61-6 99%

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

JducnepcHocTh 710 pm sieve is formed. / O6pa3yeTcs
OIHOPOIHAs CYCHEH3Hs, MPOXOIsImiast
CKBO3b CHTO C pasMEpOM OTBEPCTHit
710 MKM.

Remarks: The Product conforms

Ilpumeuanue: Ilpogykr coorBeTcTBYeT Tpeboranusm HJJ

to ND/ -

Conclusion: APPROVED /
3akaruenne: OJOBPEHO

Prepared by /
IMonrorosneno: Santosh

Kumar Maurya (\‘g',‘_,_
—

Checked by /
[IposepeHo: Pardeep Kumar

. -

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosoaures
Amit Kumar

T
e

Reprint Date /
JlaTa: 29.09.2023

Reprint Date /
MHara: 29.09.2023

Reprint Date /
Hata: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, lox. 191 40 4900 2299, Linail. inail@direddys.cun

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

[Product: Ketorol Express (ketoraiat)®rally Disintegrating Tablets 10 mg

o Wt Ett i

Hponykt: Keropon® Dkenpece (keroponak) Tabierku, AMCNEprupyembie B MojiocTy pra, 10-Mr-.

Batch No / : ¥2301905 Batch Quantity / : 3600000 tab /
Cepua Ne O0BeM cepunt 3600000 Tab
Analytical Report No / : 890001690783 Date of Analysis / : 29.09.2023
AHAaNaTHYECKHI oTyeT Ne Jarta anajusa !
Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npou3BoacTBA I'ogen go

Analysis performed according ND / Ananun3s nposeaen no HJ/L:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, usmenenne N2 ot 11.11.2022)

Page Sof 8 /Crp. Sn3 8

8 Related impurities / PoacTBennble npumecu

ketorolac 1-hydroxy analog /
1-runpoxcuaHaior

Below LOD (LOD = 0.0010 %) /
Husxe npenena obuapyxenus (I10 =

Not more than 0.5 % / He 6o1ee 0,5 %

KeTopoJiaka
0.0010 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaIOr KETOpOJIaka 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6osee 0,5 %
eIWHUYHas 0.01 %
HeueHTHHUIMPOBaHHAS
npUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMMa npumecei
9 Water / Bona 23% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTOo4HbIe OPraHUu4YeCKHE paCTBOPUTENH

Isopropyl alcohol /
HsonponaHon

3 pg/tab /
3 MKT B TabJieTke

Not more than 350 pg/tab /
He 6onee 350 MKr B Ta0seTke

Conclusion: APPROVED /
3aknauenue: OJOBPEHO

Remarks: The Product conforms to ND/
Tlpumeuanue: [IpoaykT cooTseTcTBYeT TpebopaHuam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh IIposepeHo: Pardeep Kumar | OpnoBpeno: Menemkep / Pykosoauress
Kumar Maurya éﬂ Amit Kumar —

! 4—_7 "__‘_..-f
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.09.2023 JlaTa: 29.09.2023 Jara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tul: +91 40 4500 2500, Pax: +81 40 4900 2898, Ciniail. 11«il@din eddys.cuin
CIN: L85195AP1984PLC004507
www.drreddys.com




ribia g
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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

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Prsduct: Ketorol Express (ketorolac) Orally Disintegratingslabtets; 10 mg
Ipoayxr: Keropon" Dkenpece (keToposak) TabaeTky, JHCHEprupyembie B N0JI0CTH pTa, 10 Mr

Batch No/ : V2301905 Batch Quantity / : 3600000 tab /
Ceptn Ne O6beM cepHH 3600000 tab
Analytical Report No / :.890001690783 Date of Analysis / 1 29.09.2023
AHaJuTHYeCKHIi oTueT Ne Jdara anainza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaT2 npou3BoaCTBA I'open fo

Analysis performed according ND / Ananu3 nposexen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or
27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 6 of 8§/ C1p. 6 m3 8

11 Microbial enumeration tests / MukpoGuoJsiornueckas 4uucrora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

tromethamine) (from 90.0 to 110.0 %

no 11,0 mr

TabyieTke

Count / O01ee 4ucno NA He 6onee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O61iee NA He 6onee 100 KOE/r
YHUCIIO JAPONOKEBBIX U
IUIECHEBBIX TpUboB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBUe B 1 T
12 Uniformity of dosage units / 5.0 Acceptance value (AV) not more than
OaHOpOAHOCTL 15.0 / TlpuemouHoe 3Ha4YeHue (AV) He
JIO3UPOBaHHS 6onee 15,0.
13 | Assay/KoaundecTBeHHOE 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
onpejeseHHe (101.3 %) C1sH13sNO3*C4H; 1NOs (ketorolac

of

the label claim) per a tablet / Ot 9,0 Mr
CisHi1sNO3+C4H 1NO3
(xeToponaka TpometamuH) (oT 90,0 1o
110,0 % OT 3aBINEHHOTO KOJIHYECTBA) B

14 Butylhydroxyanisole
content /

ConepxxaHue
Gy THArUAPOKCHAHHM30NA

0.0951 mg/tab /
0.0951 mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: [IponyKT cooTBeTCTBYET TpeboBaHusam HJ

Conclusion: APPROVED /
3akmouyenne: OJJIOBPEHO

Jlata: 29.09.2023

JHara: 29.09.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroneHo: Santosh Ipoepeno: Pardeep Kumar | Ono6peno: Menemyep / Pykosoaurens
Kumar Maurya " Amit Kumar R

-— /
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4800 28YY, Email: maili@drreddys.cofm
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTM3A

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
www.drreddys.com

Product: Ketorol Express {keteralac) Orally Disintegrating Tablets 10 mg

e 'x.'r‘F-;at!"é’.‘hs

Ipoaykr: Ketopon® Dxkenpect (KeToponak) TabIeTKy, Aucrnepripyemple B II0J0CTH pTa; 10.Mr
(11pOIYK P p P prupy p

Batch No / "= 2 V2301905 Batch Quantity / : 3600000 tab /

Ceplsa Ne O0bem cepud 3600000 tab
|Analytical Report No / -+ 890001690783 Date of Analysis / + 29.09.2023

AnaanTnuecknii oryer Ne JlaTa ananusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025

JlaTa npousBoACTBa 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 / u3menenune Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 7 of 8 /Ctp. 7 u3 8

15 | Package/ Ynakopka 10 tablets in a blister of | 10 tablets ina 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 | Tabnerok B 6xucTepe u3 (ITA/AJUTIO ¢
pack. / Ilo 10 Tabnerox B | Bnaronornoturesem/[I9BII) donbru /
6aucrepe w3z (IIA/AJV/IID ¢ | (IT3/AJT) doneru. Ilo 1 unu 2 6nucTepa
snaromnoriorurenem/[19BIT) C HMHCTpYKLUHEe! 10 NPUMEHEHHIO B
¢onbru // (II3/AJ]) donbru. [To | mauky KapTOHHYIO.

2 6aMcTepa ¢ HHCTpYKLHeH To
NPUMEHEHUIO B Mayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootserctBuu ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu TemnepaType He Bblie 25 °C.
Xpaunenue
18 Shelf life / Cpok roanocTu 2 years / 2 rofa

* 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.
* [IpH BbIMycKe NeKAPCTBEHHOT0 NpenapaTa KOHTPO/lb KA4eCTBa Mo nokasareto «Mukpobuonoruieckas
YHCTOTA» MPOBOAUTCA AJist Kaxmoi 20-0fi cepuM, HIIK /JIs1 O/IHOI CepUH B roi, B 3aBUCHMOCTH OT TOT0, 1TO

HACTYNUT paHbLe.

Remarks: The Product conforms to ND/
[Tpumeyanue: [Tpomykt cooTBeTCTBYET Tpebosanuam HJI

Conclusio

Zaxawuenne: OJJOBPEHO

n: APPROVED /

Jata: 29.09.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: Santos Tposepeno: Pardeep Kumar | Ono6peno: Menengcep / Ptyfrioao,rgmeﬂb
Kumar Maurya E Amit Kumar ks
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.09.2023

Hara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 40 450U 290U, Fax: 91 4U 4500 2994, Ematl: mati@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND}A

CERTIFICATE OF ANALYSIS 7o 191 98166 56001.02

CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegratinig#Tablets 10 mg

‘| IIpoaykT: Keropon® Dxkcnpecc (keToponak) TabIeTKH, AUCIIEPrUpyeMBble B IOJOCTH pTa, 10 Mr
Batch No / : V2301905 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001690783 Date of Analysis / : 29.09.2023
AHaJiuTHYeCKHH oTueT No JdaTa aHaauza
Date of Manufacture / : Sep. 2023 Date of Expiry / ¢ Aug. 2025
JaTa npou3BoJcTBa I'onen xo

Analysis performed according ND / Ananus nposeaen no H/I:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel ot

27.12.2021, nzmenenune Ne2 ot 11.11.2022)

Page 8 of 8 / C1p. 8 3 8

API name / Haumenosauue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cy6cTanuum npoussoautess I'JIdD:

TPOMETaMUH
INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepum npouspoautesis ADC: ABQH003987
FP Manufacturer API Batch number / FEQA00434

API Manufactured by & country /
IIpoussoautens AQC, cTpaHa:

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

~

Remarks: The Product conforms to ND/
IIpuMeuanmue: [IpoaykT cooTBeTcTRYyeT TpeboBanusm HJT

Conclusion: APPROVED /-
3axkmwuenne: OJJOGPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

INoarororneHo: Santosh ITposepeno: Pardeep Kumar | OpobpeHo: Menemkep / Pykosoauress

Kumar Maurya @ f

Amit Kumar /lv":;

Reprint Date / Reprint Date /
Hara; 29.09.2023 Jata: 29.09.2023

Reprint Date /
Hara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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