Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIHU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Tpoaykr: Ketopon® Dxcnpecc (keToponak) TabneTky, AUCNEPrUpyeMbie B MOJOCTH pTa, 10 Mr

Batch No / : V2401096 Batch Quantity / : 3600000 tab /
Cepnsa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002571343 Date of Analysis / : 27.06.2024
AnanHTHYecknit oTuet No HATA aHaSIH3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa NnpoH3BOACTBA Toxen oo

Analysis performed according ND / Ananus nposegen mo H/L:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page10f8/Crp.1u38

tablets with "|" debossed on one
side. / Kpyrnble, m0CcKHe
TabneTkH ¢ ackoii, cBeTyIO-
HENTOTO IBETa C IpaBHPOBKOH

JI:)O Test / IlokazaTennb Results / PezynsTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets

with "|" debossed on one side. /
Kpyrisie, wiockye Tabnetku ¢ Gackot,
CBETIIO-XKENTOTO LBETA ¢ IPABUPOBKOM
«» Ha OJTHOM CTOPOHE.

«|» Ha oHOI cTOpOHE.

2 Identification / IToanuHBROCTD

Ketorolac / Kemopoaak

a) ByuUv/
VY @-cnektpohoTOMETPHA

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cniexTpsl
MOrNOIIEHNS HCILITYeMOro pacTsopa H
pacTeopa  craHaapTHoro  obpasua
KETOpOfaka TPOMETaMHHA  JOJDKHBI
UMETH MAaKCUMYMBI [IpY OJHOM M TOH ke
IUTHHE BOJIHBI (+ 2 HM).
.

Complies / CooTBeTCTBYET

Conclusion: APPROVED /
3axmodenue: OJJIOBPEHO

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipogykr cooreercTryeT TpebosanusM HJT

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

Hoarorosneno: Santosh 4. TIpoeepeno: Pawan Kumar OnoGpeno: MeHemxep / PykosoauTenb

Kumar Maurya ( ;@’ i Manoj Kumar \ i
g,/, 173 P

Reprint Date / Reprint Date/ Reprint Date /

Jara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg T
HMpoayxr: Ketopon® Dikenpece (ketoponak) TaBIeTIN, INCNePrHpYeAbie B TONOCTH pra, 10 mr W
Batch No / : V2401096 Batch Quantity / : 3600000 tab / '
Cepusn Ne O6Bem cepin 3600000 Tab
Analytical Report No / : 040002571343 Date of Analysis / : 27.06.2024
AnanuTHuecknii oryer Ne Jara anajausa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026

JlaTa NnpoU3BOACTBA Toaen mo

Analysis performed according ND / Ananus nposeaen mo HJL:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of8/Cip.2 n3 8

No

o Test / IlokazaTesib

Results / Pe3ynbTatsl

Specification / Hopma

b) By HPLC/BDJXX

Complies / CooTeTcTBYET

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 yIepXuUBaHMA
OCHOBHOTO THK4 HA XpOMaTOrpaMMe

HCTIBITYEMOTO ~ PacTBOpa  AODKHO
COOTBETCTBOBATh BpEMEHH
yIepKUBAHUA OCHOBHOTO THKa Ha
XpomaTorpamme pacTBopa
cTaHzapTHoro o6pa3lia KeTOpollaka
TpOMeTaMHHA (pazgen

«KONHYECTBEHHOE OTIPENEIEHHEY).

Remarks: The Product conforms to ND/
[IprMeuanne: [IpoTyKT COOTBETCTBYET TPeOOBAHMAM HI

Conclusion: APPROVED /
Jaraouenne: OJJOBPEHO

Jata: 27.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroToRNEHO: Santosh,’,;g,, [IpoBepeno; Pawan Kumar Opobpeno: Mexemkep / Pykogoaugens
Kumar Maurya S il g Manoj Kumar a‘” :
Reprint Date / Reprint Date / Reprint Date /

Tara: 27.06.2024

Tlata: 27.06.2024




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoxyxr: Keropon™ Sxkenpecce (ketoponak) TaGleTk, ANCneprupyembie B nonocty pra, 10 mr i
Batch No / : V2401096 Batch Quantity / :+ 3600000 tab /

Cepns Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002571343 Date of Analysis/ : 27.06.2024
ApanuTHdecKii oTyeT Ne Hara ananu3ia

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026

Jdara npou3BoAcTBa Tonen go

Analysis performed according ND / Ananu3 nposenen no H/I:

JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 __|

Page3 of 8/ Cip.3 uz 8

No

o Test / Iloka3aTennb Results / Pe3yabTaTs! Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  rctention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTL butylhydroxyanisole peaks on the
Oy THArHAPOKCHAHH3ON 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 ynepkuMBanua
NUKOB  2-6YTWIrMOpOKCHaHH30JA ¢
3-6YTHNTUAPOKCHAHK30IIA Ha
XpoMaTtorpaMmme HCTILITYEMOTO
pacTeopa [HOMKHLI COOTBETCTBOBATH
BpeMeHaM YHEPXKUBAHHUA MTHKOB

2-6yTWITHAPOKCHaHU30J1a H
3-0yTWIrHAPOKCHAHH301a Ha
Xpomarorpamme pacTBopa
CTaHOApTHOrO o6pasua
6yTUNTHAPOKCHAHK30MA (paznen
«Copnepxanve
Oy THITMOPOKCHAHH3OIAN).
4 Average weight / Cpeanss 69.9 mg/ 69.9 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr go 72,8 mr (70,0 Mr+4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanne: IIpoayKkr cooTBeTcTBYET TpeboBanmaM HIT 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Santoslgz,/ TIpoBepeno: Pawan Kumar Onobpeno: Menemkep / PykoBojzesis
Kumar Maurya s 4—/”' Manoj Kumar }I 7 E!! 5 é !
Reprint Date / Reprint Date/ Reprint Date /
Jara: 27.06.2024 JHara: 27.06.2024 Hata: 27.06.2024




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 1
Mponyxr: Keropon™ Sxenpece (keroponak) TabiieTky, AHCIIEPrHPYEMEIE B [I0JIOCTH P14, 10 mr I
Batch No / 1 V2401096 Batch Quantity / : 3600000 tab /
Cepnsi Ne O6bem cepil 3600000 Tab
Analytical Report No / : 040002571343 Date of Analysis / : 27.06.2024
AnanTuTHIecKHi oTueT Ne JiaTa amanusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npoH3BOACTBA T'omen no
Analysis performed according ND / Ananuns nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Paged4of 8/ Crp. 4 n3 8

;0 Test / [TokasaTenb Results / PeaynsraThl Specification / Hopma
Uniformity of weight / Complies / CooTseTCTDYET 18/20 tablets - not more than = 10 %
OaHOpPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — ue 6omee *+ 10 %
2/20 tabnetok — He Gonee + 20 %

5 Disintegration time / 00 min 16 sec / 00 Muy 16 cex Not more than 3 min / He 6onee 3 MuH
Pacnagaemocrts

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 99% Not less than 75% (Q) of

g C15sH13NO3C4H1NOs (ketorolac
et /" Dleh 97% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 99% 75% (Q)  CisHisNO3*C4H(NO;s

. (keTOpoNaka  TPOMETaMMH)  Yepes
Unit-4 / Tabn-4 96% 5
Unit-5 / Taba-5 99%

Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / O6pasyercs

OIHOPOHAs CYCIEH3WA, NPOXoAAIlas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Ipumeuanue: Ipoaykr cooreeTcTByeT Tpebosanuam HI Sanmwouenue: ONOBPEHO

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

Ilearoroeneno: Santoslﬁr IIposepeno: Pawan Kumar Onob6peHo: Menemxep / Pykosoaurens

Kumar Maurya ol }ﬁ/_,, Manoj Kumar )

Reprint Date / Reprint Date / . Reprint Date /

Jata: 27.06.2024 Hata: 27.06.2024 Jara: 27.06.2024

do g D ) W, 30




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

dy's Lanaratories Lid,

 Uinit=6

CEPTHOHKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IlponykT: Ketopon™ Dxenpecc (keToponak) TabrieTkH,

JMCTieprupyeMsie B onocty pra, 10 Mo

Batch No / : V2401096 Batch Quantity / : 3600000 tab /
Cepna Ne O6Bbem cepHH 3600000 Tab
Analytical Report No / : 040002571343 Date of Anpalysis / : 27.06.2024
AnanmurHveckHii ordyet Ne JlaTa ananmsa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npoM3BOACTBA Tomen no

Analysis performed according ND / Asarus nposeaes no H/I:
JIII-004929-011119 (amend Ne1 from 27.12.2021, amend Ne2 from 11112022

PageSof 8/Crp.Su3 8

8 Related impurities / PogcTeeHHbie npuMecy
| ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruapoKcuaHanor Huxxe npesena KonH4CCTBEHHOIO
KeTOponaKa onpenenenua ([TKO = 0.0032 %)
ketorolac 1-keto analog/ 0.06% Not more than 0.8 % / He 6onee 0,8 %
1-keTOaHaNor KETOpONaKa
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
cOMHHYHAA 0.01%
HeHAeHTHHLUPOBAHHASL
NpUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei
9 Water / Boaa 2.5% Not more than 7.0% w/w /
He 6omee 7,0 %
10 | Residual solvents by GC/ OcraTouHble OpraHUYeCKHe pPACTBOPHTEIU
Isopropy! alcohol / 6 pg/tab / Not more than 350 pg/tab /
Hzonponauon 6 MKr B TabJieTke He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
Ipumeuanue: [poaykr coorsercTayet Tpebopanusm HIT

Conclusion: APPROVED /
3aknrouenne: OJJOGPEHO

Prepared by / Cliciked Uy / Approved by: Manegoer/Exeoutive /
IoproTosneno: Santosh ITposepeno: Pawan Kumar Onobpeno: Menemxep / Pykosomresb
Kumar Maurya 5%’ - ' Manoj Kumar 2 5 ‘?
Reprint Date / Reprint Date /' Reprint Date /

Iara: 27.06.2024 Hara: 27.06.2024 Iara: 27.06.2024




Dr Reddy's Laporatones [

Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =
IIpoayxkr: Ketopon™ Dxenpece (keToponak) TabneTks, JMCIepriupyembie B MonocTH pra. 0mr
Batch No / : V2401096 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepin 3600000 Tab
Analytical Report No / : 040002571343 Date of Analysis / 1 27.06.2024
ApanTHTHYCCKHH oTyer Ne Jiara ananuia
Date of Manufacture / : 06/2024 Date of Expiry / :+ 05/2026
Iara npoH3BOACTBA I'onen mo
Analysis performed according ND / Ananus nposenen mo H/L:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 111 12022

Page 60f 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / MuxpoGuosornuecikas 4HCTOTA*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
Count / Ob1iee 4ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pO6HBIX MUKpO-

OpraHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obuiee Menee 10 KOE/r He 6onee 100 KOE/r

YHCIIO NPOXIKEBBIX H
[UIECHEBEIX TpH6OB

"T)HEscherichia Coli Absent in 1g / Sheli be absent in 1 gram /
OtcyrcTBYET B 1T OtcytrctBUe B 1 T
12 | Uniformity of dosage units / 4.6 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / TipueModHoe 3HaUeHHE (AV) He
A03HMpOBAHHS 6onee 15,0.
13 | Assay/KonuuecTsenunoe 9.8 mg /9.8 Mr From 90mg to 11.0mg of
onpeaeieHne (98.1 %) CisH13sNO3*C4H 1 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0mr  CisHisNO3*CsHiNO;
(keroponaka TpoMeramun) (oT 90,0 mo
110,0 % OT 3agBNEHHOTO KOJIMYECTBA) B

TabyeTKe
14 | Butylhydroxyanisole 0.0907 mg/tab / Not less than 0.042 mg/tab /

content / Conepxanue 0.0907 mr B TabneTxe He menee 0,042 Mr B TabneTke

6YyTHIrHAPOKCHAHH30/12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanne: [lpoaykr cootserctayer Tpebopanuam HJL 3axaodenne: ONOBPEHO
Prepared by / Ghecked by / Approved hy: Manager/Executive /
[NoaroroeneHo: Santosh [posepeno: Pawan Kumar Ono6peno: Mernemiep / Pykosoaurens
Kumar Maurya (ﬁ/ X‘w : Manoj Kumar i
Reprint Date / Reprint Date / | Reprint Date /

Hara: 27.06.2024 Hara: 27.06.2024 Jara: 27.06.2024




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Ketopon™ Dxenpecce (keToponak) TabiieTin, AMCHIEPTHPYEMBIE B NIOTOCTH PTa, Omr

Batch No / 1 V2401096 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepiH 3600000 Tab
Analytical Report No / : 040002571343 Date of Analysis / : 27.06.2024
AHamuTu4ecKuii oTueT Ne JlaTa arasIH3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa mpoM3BoACcTBa T'ogen no

Analysis performed according ND / Ananu3 nposenen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page Tof 8/ Crp. 7 uz 8

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. / Tlo 10 Trabsnerok B
Gmucrepe m3  ([IA/AJIMTID ¢
pnaronoraotrurenem/II3BIT)
doneru // (TI3/AJT) donsru. Ilo
2 GaMcrepa ¢ MHCTPYKLMEW TO
NPAUMEHEHHIO B rauKy
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. / Jlo 10
Tabnerok B Gnuctepe u3 ([TA/AJI/IID ¢
priaronomtorurenem/[13BIT) ¢onvru //
(TI3/AJT) donsru. Mo 1 wnu 2 6nucTepa
¢ MHCTpYKUMeH IO TNpHMEHEHHIO B
na4yKy KApTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorBeTcTBHH ¢ HJI

Xpanenune

17 | Storage conditions /

Below 25 °C. / [Ipu Temneparype He Bhile 25 °C.

18 | Shelflife / Cpok roasocTn

2 years /2 ropaa

each 20th batch, or for one batch in a year whichever is earlier.
* [Ipn BbIMycKe JeKapCTBEHHOro MPeNapaTa KOHTPOAL KavecTsa no noxkasareio «MukpoGuoornueckas
YHCTOTa» NPOBOANTCH NS KaXA0it 20-0i cepu, HIH ANA 0AHO#H CEPHH B T0[, B 3aBHCUMOCTH OT TOr0, 4TO

HACTYNHT paHblife.

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

Remarks: The Product conforms to ND/
Npumeyanue: TIpoayKT cOOTBETCTBYET TpeGOBAHHAM HI

Conclusion: APPROVED /
Zanrouenne: OJJOGPEHO

Hara: 27.06.2024

Jara: 27.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
HoproTosneno: Santosh, INposepeno: Pawan Kumar Onobpero: Menemxep / Pykopoaieb
Kumar Maurya 4, %’, Manoj Kumar

o h! ) ZEE! E:f
Reprint Date / Reprint Date/ Reprint Date /

Jara: 27.06.2024
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Dr.Reddy’s ‘;'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropon™ Skenpecc (keToposiak) TabneTky, AMCTIEPrpyeMbte B ONOCTH pTa, 10 Mr
Batch No / : V2401096 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6bem cepiu 3600000 tab
Analytical Report No / : 040002571343 Date of Analysis / : 27.06.2024
AnanmuTRyeckuii oryer Ne Hara ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jara Npou3BOACTEA Coxen no -
Analysis performed according ND / Ananus nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of 8/ Cip. 8 u3 8

API name / Hanmenosanne AQC: Ketorolac tromethamine / Keroponaka
TPOMETAMMH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRH002812

Homep cepuy npoussoautens A®C:

FP Manufacturer API Batch number / FERA00194

Homep cepun cyberanunn nponssoautens LJIP:

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

ponzeoantens APC, crpana: I-p Pepnw'c Jlaboparopuc JIta., Humun
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumedanre: TIpoaykT cooTBercTByeT TpedoBanuam HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[loxnroToBneHo: Santos!aé'-,:. IlpoBepeno: Pawan Kumar Ono6peno: Menemiep / Pykosoantesnsb
Kumar Maurya Manoj Kumar ¢

Reprint Date / Reprint Date / Reprint Date /
Jara: 27.06.2024 Jarta: 27.06.2024 Jara: 27.06.2024




