Do
Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Ketopon™ Dkcrnpecc (keToposiak) TableTKH, AMCIEPrHPYEMbIE B MOJOCTH pTa, 10 Mr

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
AHaJHTHYECKHIT 0TYeT No JlaTa anaJjn3a

Date of Manufacture / : 02/2024 Date of Expiry / 01/2026
Hdara nponssoacTea TI'onen oo

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

27.12.2021, uzmeHenue Ne2 ot 11.11.2022)

Page 1 of 8 /Crp. 1 u3 8

No

Test / [Hokazaresn
Ne

Results / Pe3ynbTaThsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnele, miockue
TabneTku ¢ dackod, cBeTno-
XKeJITOr0 IBETa C TPaBUPOBKOMN
«» Ha OIHO¥ CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrasle, nnockue TabneTku ¢ packoii,
CBETJIO-XKEJITOrO LIBETA C I'PaBUPOBKOMH
«l» Ha OIHOH CTOpOHE.

2 Identification / ITognuaHOCTD

Ketorolac / Kemoponak

a) Byuv/
V@-cnexrpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cniekTpsl
HOMIOLIEHUA UCMBITYEMOTO PacTBopa H
pacTBopa  CTaHAapTHOro  obpasia
KeTopoNlaka TpPOMETaMHHA  JIOJIKHBI
WUMETh MaKCUMYMBbI TIPH OJHOMU U TOM ke
ZANTHHE BONHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanue: IlponykT cooTBeTcTBYET TpebGOBanuam HJJ

Conclusion: APPROVED /
3akawuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Pra\i?sh Rana | IlpoBepeHo: Rama Kant Onobpeno: Menemxep / Pykosoauresib
_ Manoj Kumar x w
2 Lo ol
Reprint Date / Reprint Date / Reprint Date /
Hata: 02.04.2024 Hara: 02.04.2024 Hara: 02.04.2024




Dr.Reddy’s “:‘ o |

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxt: Ketopon™ Dxenpecc (ketoponak) TabIeTKH, AUCIEPrUpyeMbie B 10JI0CTH pTa, 10 Mr

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
AHanuTH4eckHnii oTyeT Ne Jara ananinsa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npou3BoaACTBA T'onen no

Analysis performed according ND / Ananus nposeaen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page2 of 8 /Crp. 2 u3 8

No

No Test / Iloxa3aTennb Results / Pe3yabTaTsl Specification / Hopma

b) By HPLC/BD2XX 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  ynepXuBaHUA
OCHOBHOIO [MMMKa HA XpOMarorpaMme
HCOBITYEMOTO  pactBopa  HOJDKHO
COOTBETCTBOBATh BpEMEHH
yHEPXKUBAHUS OCHOBHOTO IHKa Ha
Xpomarorpamme pacTBopa
cTaHjapTHoro of0pasia KeTopojlaka
TpoMeTaMHHa (pa3nen
«Kou4ecTBeHHOE ONpeIeICHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusiM HJI 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroTtoBnexo: Pra\?h Rana | IlpoBepeno: Rama Kant Ono6peno: Menemxkep / gﬂenb

Manoj Kumar

—

Reprint Date / Reprint Date/ 2 Reprint Date /
Hara: 02.04.2024 Hara: 02.04.2024

cad Mo, 3, Baniara Hills, Hyderahad - 5




Dr.Reddy’s €3¢ e

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Ketopon™ Dxenpece (keTopoinak) TabneTky, ANCNEprapyemsie B MonocTy pra, 10 Mr

Batch No / 1 V2400408 Batch Quantity / : 3600000 tab /
Cepust Ne O0beM cepun 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024

JlaTa aHajau3za
Date of Expiry /
I'ogen go

AunajguTnyeckuii oruer Ne
Date of Manufacture /
JaTa npou3BoiacTsa
Analysis performed according ND / Ananu3 nposegen no HJ/I:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot
27.12.2021, namenenne Ne2 ot 11.11.2022)

: 02/2024 : 0172026

Page 3 of 8 /Crp. 3 u3 8

; ° Test / IToxazaTenn Results / Pe3ynbTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaanHHOCTB butylhydroxyanisole peaks on the
GYTHIITHAPOKCHAHU30JI 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 ynepXuBaHUA
MHKOB  2-OyTUNTMAPOKCHAHU30NIA U
3-0yTUITHOPOKCHAHU30J1a Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBopa JIOJDKHBI COOTBETCTBOBATH
BpeMeHaM yIEpXKUBAHHA MTUKOB
2-0yTUITHAPOKCHAHU30J1a U
3-OyTHITHAPOKCHAHH30I1a Ha
XpoMaTorpaMmme pacTBopa
CTaHAApTHOTO obpasia
OyTUNTHAPOKCUAHU30J1a (paznen
«CopaepxaHue

Oy THITHAPOKCUAHU30J1a»).

4 Average weight / Cpeanss
macca

69.2 mg / 69.2 Mr

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

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PYKoBOANHTE b
Manoj Kumar . j

Remarks: The Product conforms to ND/

ITpumeuanue: Ipoaykr coorBeTcTByeT TpeboBaHusIM HJI
Prepared by / Checked by /
IloaroroBnexo: Prav? Rana | IIpoBepeno: Rama Kant

Qo
Reprint Date / Reprint Date /

Jara: 02.04.2024 Hata: 02.04.2024

{ ©ffica: 8-2-337, Rpad No. 3, Banjara Hills, Hyderabad - 300024, Telan -

qo0 2900, fa 1 40 4900 2999, Emall

Reprint Date /
Hara: 02.04.2024




Dr.Reddy’s Q? ot g s

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keroposiak) TablieTku, IucrieprupyeMble B NOJOCTH pTa, 10 Mr

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
AHaJHTHYEeCKHH oTYeT Ne JlaTa anaausa

Date of Manufacture / : 02/2024 Date of Expiry / 01/2026
Jara npouspoacTBa I'open no

27.12.2021, usmenenue Ne2 or 1

Analysis performed according ND / Ananus npogegen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot

1.11.2022)

Page 4 of 8 /Ctp. 4 u3 8

;0 Test / IlokazaTenn Results / Pe3ynbraThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
ORHOPOAHOCTH Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He 6Gonee + 10 %
2/20 rabnerok — He 6onee + 20 %

5 Disintegration time / 00 min 18 sec / 00 muHn 18 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemocrn

6 Dissolution / PacTBopenue Unit-1/ Tabn-1 104% Not less than 75% (Q) of

. Ci1sH13NO3*C4H; 1NO; (ketorolac
Unit-2 / Taba-2 102% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% 75% (Q)  CisHisNO3*CsH1NO;3

) . (xeToponlaka  TPOMETAaMHH)  4Yepe3
Unit-4 / Tabn-4 103% 15 MuH
Unit-5 / Ta6n-5 101%

Unit-6 / Ta61-6 101%

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

JducnepcHocTn 710 pm sieve is formed. / Obpazyercs
ONHOpOIHAs CYCIEH3Us, HPOXOLIas
CKBO3b CHTO C pa3MepoM OTBEPCTHi
710 MKM.

Conclusion: APPROVED /
3akmouenne: OTOBPEHO

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT coorseTcTBYEeT TpeboBanuam HJJ

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: PraveslyRana | IIposepeno: Rama Kan: Onob6peHo: Menemxep / PykoBoautens
J mmﬁb Manoj Kumar
-~ A
Reprint Date / Reprint Date / ' Reprint Date /
Hara: 02.04.2024 Jara: 02.04.2024 Jlata: 02.04.2024

a1 40 4900 2998, Emall: maili@drreddys.can




e
Dr.Reddy’s ‘}'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkenpecce (keroponak) TabneTky, AMCHeprupyemble B NoJ0oCTH pra, 10 Mr

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepus No Ob0nem cepun 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
AnanautHyecknii oruer Ne Jara anayuza

Date of Manufactuie / : 02/2024 Date of Expiry / : 0172026
Jara mpoun3BoacTBa T'onen no

Analysis performed according ND / Ananns nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page S of 8 /Crp. S5u3z 8

Related impurities / PoxcrBennsle npumecu

ketorolac 1-hydroxy analog /

Not detected / He oOHapyxkeHa

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

1-rugpokcnananor
KeTopoJaka

ketorolac 1-keto analog/

1-xeToaHanor KeTopoJiaka

0.09 %

eIMHUYHAsA
HEUJEHTUDHUUUPOBAHHAS
npuMech

Any unidentified impurity /

0.02 %

Not more than 0.8 % / He 6onee 0,8 %

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 / Boaa

23 %

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

10

Residual solvents by GC/ OcTaTouHble opranudyeckue pacTBOPUTENH

Isopropyl alcohol /
Hzomnponanon

21 pg/tab /
21 MKr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TaOneTke

Remarks: The Product conforms to ND/
[Tpumeuanue: [ponykT cooTBeTcTBYET TpeGoBanuam HJL

Conclusion: APPROVED /
3akawuyenne: OJOFPEHO

Prepared by /
ITonrorosneno: Pravqlh Rana

Checked by /
ITposepeno: Rama Kant

ot

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoautens
Manoj Kumar ! i ! (?

Reprint Date /
Jara: 02.04.2024

Reprint Date /
Hara: 02.04.2024

Reprint Date /
Jara: 02.04.2024

10 )

o, 3, Baniara Hilis, H

elang




Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon” Dkcnpecc (keToposak) TabIeTKH, UCHeprupyemsle B N0J0CTH pra, 10 mr

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
ApanuTnyecknii oTuer Ne HaTta ananusa

Date of Manufacture / : 02/2024 ‘Date of Expiry / : 01/2026
Jara npouspoacTBa T'ogen no

Analysis performed according ND / Ananus nposeaen mo HJI:

27.12.2021, n3menenne Ne2 ot 11.11.2022)

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uoJsioruyeckasi yucrora®

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1uee yucio He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / O6ee He 6onee 100 KOE/r
YHCJIO APONIKEBBIX U
TUIECHEBBIX TPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBUE B 1 T
12 Uniformity of dosage units / 1.9 Acceptance value (AV) not more than
OpHOpOAHOCTL 15.0 / IlpuemouHoe 3Hauenue (AV) He
JNO3UpPOBAHUSA 6onee 15,0.
13 Assay / KonuuecTBeHHOE 10.0 mg / 10.0mr From 90mg to 11.0mg
onpeaeneHne (99.7 %) Ci5H13NO3°CsH 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
oo 1 1,0 Mr C15H13NO3‘C4H11N03
(xeroponaxa tpomeramuH) (ot 90,0 no
110,0 % oT 3asiBIEHHOT0 KOJWYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0937 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0937 mr B TabneTke He menee 0,042 mr B TabneTke
Oy THIIrHAPOKCHAHH30/1a

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpoaykr cootrBeTcTBYeT TpeboBaHusM HJI

Conclusion: APPROVED /
3axmroyenune: OJIOBPEHO

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

[Tonaroroeneno: PraveshiRana | ITpoepeno: Rama Kant Onobpeno: Menemxep / Pykosoaurens
/i M‘r Manoj Kumar '

Reprint Date / Reprint Date/ Reprint Date /

Hara: 02.04.2024 Hara: 02.04.2024 Jara: 02.04.2024
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CERTIFICATE OF ANALYSIS W i e

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon™ Dxenpecc (keToponak) TaGIeTKH, JUCIEPrHPYEMBbIe B MOJIOCTH pTa 10 mMr

Batch No / 1 V2400408 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
AHanuTHYeCKHH oTYeT No JlaTa anaausa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata mpousBoicTea TI'onen o

Analysis performed according ND / Anananz nposenen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, uamenenne Ne2 or 11.11.2022)

Page 7 of 8 / Ctp. 7 u3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister 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. / [lo 10
information leaflet in a carton | Tabnetok B Gamcrepe u3 (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerok B | Biaromornoturenem/[I3BII) ¢onbru //
Gmacrepe w3 (ITA/AJVIID ¢ | (I1D/AJT) donbru. ITo 1 unu 2 GnucTepa
BiaromnornoTurenem/[19BIT) C MHCTPYKLMEH @O0 MNpUMEHEHHIO B
donsru // (II3/AJT) donsru. [lo | mauky KapTOHHYIO.
2 Onuctepa ¢ MHCTPYKLMEN MO

[PUMEHEHUIO B nayky
KapTOHHYIO.

16 Labeling / MapkupoBxka According to ND / B cootBetcTBHH ¢ HJT

17 | Storage conditions / Below 25 °C. / Ilpu Temniepatype He Boitie 25 °C.

XpaHenue

18 Shelf life / Cpok roanocTu 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 BbINMYCKE JIEKAPCTBEHHOIO MpeNnapaTa KOHTPOJIb KA4eCTBA M0 NoKa3aTen10 « MUKpoGUoaorudecKas
YUCTOTAY MPOBOAUTCSA A/ KaxKA0#i 20-0ii cepuu, MJIM AJIsi OAHOM CEPHH B T0Ol1, B 3aBUCMMOCTH OT TOI'0, YTO
HACTYNHT paHblUIE,

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INpumeuanne: IlponykT cooTBeTcTBYeT TpebGoBanusam HJ{ 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno: Pravesh Rana | Ilposepeno: Rama Kant Onobpeno: Menemxep / Pyicono,un b

gul} 't‘ Manoj Kumar

L

Reprint Date / Reprint Date / l Reprint Date /
Hara: 02.04.2024 Hata: 02.04.2024 Hara: 02.04.2024
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CERTIFICATE OF ANALYSIS . drredidy
CEPTUOHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon" Dkenpece (keToponiak) TabieTkH, AMCNeprupyeMble B MoJI0CTH pTa, 10 Mr

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepus Ne O0nbem cepun 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
AHanHTHYECKHH oTUeT Ne Jara anann3za

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npousBoacTea I'ogen po

Analysis performed according ND / Ananus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel or

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 8 of 8 /C1p. 8 u3 8

API name / Haumenoeanne A®C: Ketorolac tromethamine / Keroponaxa
TPOMETaMUH

INN / MHH: Ketorolac / Ketoposak

API manufacturer batch number /

Homep cepuu nponssogutens APC: ABQEN6728

FP Manufacturer API Batch number /

Homep cepun cy6eranunn npoussoautens I JIdD: FEQA00571

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

IIponssoauresp APC, cTpaHa: J-p Pennu'c JlabGoparopuc JIta., MHaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: ITpoaykT cootBeTcTBYET TpeboBaHuaM HJ[ 3aknwuenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TloaroroeneHo: Pravej? Rana | Ilposepeno: Rama Kant Opobpeno: Menemxkep / Pykosoauresns

Manoj Kumar [
) oot

Reprint Date / Reprint Date / : Reprint Date /
Mara: 02.04.2024 Hara: 02.04.2024 Hara: 02.04.2024

Hyderabad - 200034, Telangana, indip

il: mail @ drraddys.com



