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IIpoaykr: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpecc (keToponak) TabsieTku, AMcrneprupyemble B nojaoctu pra, 10 mr

Batch No / : V2201508 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6bem cepun 36,00,000 Tab
Analytical Report No / : 890001604951 Date of Analysis / 30.07.2022
AHATHTHYECKHIT oTyeT Ne Jara anannza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JdaTa npoM3BoacTBA Togen no

Analysis performed according ND / Ananu3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel ot 27.12.2021)

Pagel1of 7/Crp. 1 m3 7

No : .
No Test / [lokasaTtennb Results / PesyabTaTsl 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. / Kpyrible, miockue Kpyrnsle, nnockue TabieTku ¢ dackoit,
Tabnetky ¢ $ackoii, cBeTIO- CBETJI0-XKENTOTO LBETA C I'PaBUPOBKOI
XKEJITOro LBETa ¢ IPaBUPOBKOIA «I» Ha OIHOM CTOpOHE,
«l» Ha OTHOM CTOpOHE.

2 Identification / [foanuaHoCTD

Ketorolac / Kemoponax

a) Byuv/
VY ®-cnekrpodoTomMeTpus

Complies / CooTBeTcTBYeET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTps!
MOTJIOMIEHHS HCTIBITYEMOTO PacTBopa 1
pacTBopa  cTaHmapTHoro  obpasua
KeTopojlaka TpPOMETaMHHA  JOJIKHBEI
HUMETh MaKCUMYMBI TIpH OHOM H TOH XKe
IUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeuanue: [IpogykT cooreTcTByeT Tpebopanusm HJJ 3akarwuenne: OJOBPEHO

Approved by: Manager/Executive /
Onobpero: Menemkep / PykoBoanTesb

— | Kusum Lata & 0 i

Prepared by / Checked by /
[Moaroroeneno: Pardeep Kumar | IMposepeno: Himesh Kumar

ol

Reprint Date /
Jara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Datc /
Jara: 30.07.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

ITpoaykTt: Ketopoin™ Dkenpece (keroponak) TaGieTku, AUCIeprupyeMble B nonocT pra, 10 Mr
Batch No / : V2201508 Batch Quantity / : 36,00,000 tab /
Cepusi Ne Obbem cepuu 36,00,000 Tab
Analytical Report No / : 890001604951 Date of Analysis / : 30.07.2022
AHanuTH4ecKHii oTHeT No Hara ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
JaTa mpounsBojicTBa T'omen oo

Analysis performed according ND / Auanus nposenen no HJI:

JIII-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page2 of 7/ Crp. 2 m3 7

No

No Test / IlokazaTenn Results / Pesyabratsi Specification / Hopma

b) By HPLC/B3XX 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 ymepxuBanus
OCHOBHOIO [MHKa Ha XpOMaTorpamme

COOTBCTCTBOBATH

XpomMartorpamMmme

TpOMETAMHUHaA

UCOLITYEMOTO  pacTBopa  JOJDKHO

BPEMEHHU

YOCPXKHUBAHUA OCHOBHOIO IIMKA Ha

pacTBopa

CTaHJAPTHOTO obpa3la KeTopoJiaka

(pazmen

«KonuuecTBeHHOE onpeueneﬂne»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [NponykT cooTBeTcTBYET TpeboBaHusam HJ{ 3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managér/Executive /
[oaroroeneno: Pardeep Kumar | I1posepeno: Himesh Kumar OnobpeHo: Menemxkep / Pykosoauresns

~ ‘ (‘“_}\: Kusum Lata \‘&7)%@ o

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.07.2022 Harta: 30.07.2022 Hara: 30.07.2022

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: L85195AP1984PLC004507
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon" Dkcnpecc (keToponak) TabaeTkH, JMCIIeprupyemMble B nojaocty pra, 10 mr

Batch No / : V2201508 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001604951 Date of Analysis / 30.07.2022
AHanmuTHYEeCKHH oTyeT Ne Jara ananusza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTta npoun3BoacTpa T'onen no

Analysis performed according ND / Ananuns nposenen o HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)

Page3 of 7/Crp.3n37

1;.00 Test / [TokazaTenb Results / PesysbTaThl Specification / Hopma

3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToaauHHOCTDL butylhydroxyanisole peaks on the
OYTHIITHAPOKCHAHH30JI chromatogram of the test solution

should correspond by the retention times
to 2-butylhydroxyarisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content”
section). / BpeMeHa ynepKuBaHHS
NUKOB  2-6yTHIrMApOKCHaHM30NA H
3-OyTunruapokcuaHuzona Ha
XpOMaTorpaMmme UCIIBITYEMOTO
pacTtBopa JAOJDKHBL COOTBETCTBOBATH

BpeMeHaM yIEp)KUBAHHA MH1KOB
2-0yTUNruapoKCHaHu30Ma )54
3-0yTHArHApOKCHaHU301a Ha
XpoMaTorpamme pacTBOpa
CTaHAAPTHOTO obpasua
OyTUIITHAPOKCHAHU301d (paznen
«Conepxanue

OYTHITHIPOKCHAHU30TIAN).

4 Average weight / Cpeanssn
macca

69.3 mg/ 69.3 mMr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr 1o 72,8 Mr (70,0 mr£ 4,0 %).

Remarks : The Product conforms to ND/
[Ipumeuanne: [IpoaykT cooTBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axkmouyenue: OJJOBPEHO

Prepared by /
Ioarorosneno: Pardeep Kumar

==

Checked by /
[posepeno: Himesh Kumar

Ay

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosogurenn
Kusum Lata e~

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Jarta: 30.07.2022

Reprint Date /
Jara: 30.07.2022

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
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Ipoaykr: Ketopon

‘?roduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkenpecc (keToponak) TabJaeTkH, AMCeprupyeMbie B NON0CTH pra, 10 Mr

Batch No / : V2201508 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001604951 Date of Analysis / 30.07.2022
AHanuTuyeckui oTuer Ne Jara anaausza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTa npouzBoacTea T'onen no

Analysis performed according ND / Ananus nposexen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page4of 7/ Ctp. 4u3 7

1}00 Test / [loka3aTenb Results / Pe3ysabTartsl Specification / Hopma
Uniformity of weight / Complies / CooTseTcTBYET 18/20 tablets - not more than + 10 %
OaHopoaHocTbL Macchbl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — ne Oomee =+ 10 %
2/20 tabinetok — He Gonee = 20 %

5 Disintegration time / 18 sec/ 18 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb

6 Dissolution / PacTBopenue Unit-1/ Tabn-1 98% Not less than 75% (Q) of

. CisH13NO3C4H11NO3 (ketorolac
Unit-2 / Ta6n-2 98% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 96% 75 % Q) CisH1i3NO3+C4H 1 NO;

. . (keToponaka  TpOMeTaMHMH)  4epes
Unit-4 / Taba-4 99% 15 Mun
Unit-5 / Tabn-5 99%

Unit-6 / Tabn-6 94%

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

HucnepcHocTn 710 pm sieve is formed. / O6pasyercs
ONHOPOJAHAs CYCHEH3Usl, MPOXOIAILAA
CKBO3b CHTO C pa3MepoOM OTBEPCTHiA
710 MKM.

Remarks : The Product conforms to ND/
[Ipumeuanue: ITponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Pardeep Kumar

i

Checked by /
ITpoeepeno: Himesh Kumar

._—-n_?
= =/ ;

Approved by: Manager/Executive /
Opnobpeno: Menemskep / PykoBoaurens
Kusum Lata &%g L

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Jlara: 30.07.2022

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
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'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon Dxenpece (KeTopoak) TabaeTku, AMCHEprupyeMbie B mojJocTi pra, 10 mr

Batch No / : V2201508 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001604951 Date of Analysis / 30.07.2022
AHaauTHYeCKHIi oTueT No Hara ananmsa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTa npousBoacrea T'open o

Analysis performed according ND / Ananu3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

PageSof 7/Crp. Sn3 7

8 Related impurities / PoacTBennnie npumecu

ketorolac 1-hydroxy analog /
1-ruapoxcuanaior
KETOpoIakKa

ketorolac 1-keto analog/
1-keToaHanor KeToposaka

Any unidentified impurity /
eIUHUY HAs
HeuIeHTHOUIUpPOBaHHAas
NpUMeCh

Less than LOQ (LOQ: 0.0032%)

0.03 %

0.04%

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

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

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

Total impurities /
Cymma npumeceit

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaga

2.3%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcraTo4Hble OpraHu4eckue pacTBOPHTEIH

Isopropyl alcohol / |
H3zonponanon

3 pg/tab / 3 Mxr B TabneTke

Not more than 350 pg/tab /
He Gonee 350 Mxr B TabneTke

Remarks : The Product conforms to ND/

ITpumeuanue: IpoaykT coorsercreyer Tpebosanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /

[Ioarotroeneno: Pardeep Kumar

o =

I[Tpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTeinb

-

— Kusum Lata S{_)é( L

\_._‘ e

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hata: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon Dxenpece (KeToponak) TabneTky, AMCnepripyemsle B ON0CTH pra, 10 mr

Batch No / : V2201508 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O0bem cepiin 36.00,000 Tab
Analytical Report No / : 890001604951 Date of Analysis / 30.07.2022
AHanuTHYecKHH oTver Ne Jara anannza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jara npouzsoacTea Tonen mo

Analysis performed according ND / Ananus nposenen nmo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021 / uzsmenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

IIpiumeuanue: IpopyxT cooTBeTcTBYeT TpeGoBanusam HJJ

11 | Microbial enumeration tests / Muxpotuonoruueckast uncrora*
a) Total Aerobic Microbial 5CFU/g/ Not more than 1000 CFU/g /
Count / Obuuee yucno 5 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
OpraHu3MoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6uee Menee 10 KOE/r He 6onee 100 KOE/r
YUCIIO NPOMOKEBBIX
TMIECHEBBIX IPHOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTcTBYET OtcyrctBUe B 1 1
12 Uniformity of dosage units / 4.9 Acceptance value (AV) not more than
OnanopoaHocTs 15.0 / IlpuemoyHoe 3Hauenue (AV) He
J03MPOBaHUsI 6osee 15,0.
13 | Assay/KonunyecTBeHnoe 99 mg/9.9wmr From 90mg to 11.0mg  of
onpejeieHue (99.2 %) Ci15H1aNO3*C4H;1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr 1o
1 1,0 Mr C15H[3N03°C4H11N03
(xeToponaka Tpomeramun) (ot 90,0 mo
110,0 % or 3asBNEHHOrO KOJMYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxkanue 0.0942 mr B Tabnetke He menee 0,042 mr B Tabnerke
OYTHArHAPOKCHATIHION
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akmwuenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

<{—

Checked by /
Iposepeno: Himesh Kumar

P —

:_)J/_;‘; Kusum Lata

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBomurens

D

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

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
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
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Distt. Solan, H.P,, 173 205, INDIA
Tel ; +91 98166 56001-02

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Dkenpece (ketoponak) TabneTkn, Ancneprupyemble B Hoa0cTH pra, 10 mr

Batch No / : V2201508 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 tad
Analytical Report No / : 890001604951 Date of Analysis / 30.07.2022
AHaanTHYecKHi oTyer Ne JlaTta ananusza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jdata npousBoacrea I'onen no

Analysis performed according ND / Auanus nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Page 70f 7/ Crp. Tnuz 7

15 | Package/ YnakoBka

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 Tabnerox B
6nuctepe us (IA/AJVIID ¢
snaronornoturenem/I19BIT)
¢onsru // (IT3/AJ1) donsru. Io
2 bnucTepa C MHCTPYKUHMEN mo
NPHMEHEHHIO B nauky
KapTOHHYIO.

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 taGnerox B
6nucrepe u3 (TTA/ATI/TID c
saaronornorurenem/[15BI1) donsru //
(IT3/AJ1) donsru. [To 1 vnu 2 Gnuctepa ¢
UHCTPYKLMEH N0 MPUMEHEHHIO B MauKy
KapTOHHYIO0.

16 | Labeling / MapkupoBka

According to ND / B cooteetcTBum ¢ HJJ

17 Storage conditions /
Xpanenue

Below 25 °C. / IIpu Temneparype He Boite 25 °C.

18 | Shelflife / Cpok rognocrn

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.

* 1Ipu BHIMYCKE JIEKAPCTBEHHOT0 PENapaTa KOHTPOJIh KAYeCTBA 10 MOKA3aTei0
«MuKpoGHONOrHYeCKash YHCTOTA» POBOXHTCH 1A KAXA0# 20-0fi cepuH, WM 115 OXHOI CEpHH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYIHT PaHbLIIE.

Remarks : The Product conforms to ND/
[Ipumeuanue: [Mpoaykr coorBeTcTBYET TpeboBaHUsIM HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
ITonrororneno: Pardeep Kumar

Checked by /
ITposepeno: Himesh Kumar

<

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoauTenn
Kusum Lata o N~

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

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
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