@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxT: Ketopon® Dkcnpece (keToposak) TabneTkH, IMCeprupyemsie B nonocty pra, 10 mr

Batch No / : V2400250 Batch Quantity / : 3600000 tab /
Cepusi Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002438660 Date of Analysis / : 08.03.2024
AHanuTHYecKHi oTueT Ne JaTta anaaunza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JdaTa npon3BoacTBa Tonen oo

Analysis performed according ND / Ananns nposegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, uamenenue Ne2 or 11.11.2022)

Page1 of 8§/ Crp. 1 u3 8

Y®-cnextpodoToMeTpus

No . .
No Test / [TokasaTenb Results / Pe3ynbratsl Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrisle, riockue | Kpyrnble, miockue TabneTku ¢ Gackoti,
TabneTkn ¢ (ackoil, CBETIO- | CBETVIO-XKEJNTOTO LIBETA ¢ [PABHPOBKOM
XKEJITOTO IBeTa C IpaBMpOBKOil | «l» Ha omHOI cTOpOHE.
«l» Ha O[THOH CTOpOHE.
2 Identification / IToxnuHHOCTE
Ketorolac / Kemopoaak
a) ByUV/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cneKTpbl
MOTJIOLIEHHMS UCIIBITYEMOTO pacTBopa H
pPACTROPA CTAHTANTHATN nfiparia
KETOpOJIaKa TPOMETaMMHA  JOJDKHBI
HAMETE MAaKCUMYMBI [IPH OJHOM U TOM e
JUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

IMpumeuanue: [Ipoaykt coorBeTcTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToaroroBneHo: Pra\?h Rana

==

Checked by /
[Iposepeno: Pardeep Kumar

N

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautes

Manoj Kumar M

Reprint Date /
Hara: 08.03.2024

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jlata: 08.03.2024




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon™ Dkenpecc (ketoponak) TabieTk, AHCIEPrupyeMbIe B MOJIOCTH PTa, 10 mr

Batch No / 1 V2400250 Batch Quantity / : 3600000 tab/
Cepus Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 040002438660 Date of Analysis / : 08.03.2024
AHanuTHYecKHii oTder No Jara anannsa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa nmpou3BoAcTBa I'onen oo

Analysis performed according ND / Anasm3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 2 of 8/ C1p. 2 n3 8

No

N Test / [Toka3zaTenb

Results / Pe3ynbTaThl

Specification / Hopma

b) By HPLC / BDXKX

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  yaepXHBaHUs
OCHOBHOIO IHKa Ha XpoMmaTorpaMmme
HCOBITYEMOrO  DAcTBOPA  JOJDKHO
COOTBETCTBOBATH BpeMeEHH
yIep>XHBaHUs OCHOBHOTO IHMKa Ha
XpOMaTorpaMme pacTBopa
cTangapTHoro ofpasla KeTopoJiaka
TpOMeTaMHHa (paznen

«H.ONITECTREHHOR QTNATP NEHTPY)

Remarks: The Product conforms to ND/
TIMprmeuanue: [IpoaykT cootBeTcTByeT TpeboBanuam HJQ

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
[ToaroToBieHO: Prav:/?-l Rana

Checked by /
IMTposepeno: Pardeep Kumar

< -

Approved by: Manager/Executive /
Ono6peHo: MeHemkep / PykosoanTesb

Manoj Kumar 1’[";.@“ ‘7

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jata: 08.03.2024

Reprint Date /
Jata: 08.03.2024
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Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon™ Dkcnpecc (keToponak) TabneTky, AMCHeprupyeMele B OIOCTH pTa, 10 Mr

Batch No / : V2400250 Batch Quantity / : 3600000 tab /
Cepns No O6beM cepuu 3600000 tab
Analytical Report No / : 040002438660 Date of Analysis / : 08.03.2024
AHaJHTHYECKHH oTueT Ne JlaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Ananns nposeaen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenune Nel ot
27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 3 of 8 / C1p. 3 u3 8

if Test / [lokazaTeJib Results / Pe3ynbsTtaTh! Specification / Hopma

3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuHHOCTL butylhydroxyanisole peaks on the
Oy TUIITHAPOKCHARN30JI 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 yoepKHUBaHUA
MUKOB  2-OyTMNTHApPOKCHAHU30Ia U
3-0yTWITHAPOKCHAaHU30J1a Ha
XpOMaToTrpaMme UCTIRITYEMOTO
pacTBopa JNOIDKHBI COOTBETCTBOBATH
BpeMeHaM yaepKUBaHWs TMKOB
2-0yTUArUIPOKCHAHU301a i
3-6y TUNTMAPOKCHAHH301a Ha
XpOoMaTorpaMme pacTBOpa
CTaHIApTHOrO obpasua
OYTHITHAPOKCHAHKH30/1a (paznen
«CopepxxaHue

Oy THATHAPOKCHAHH30Ia).

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 10 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

to ND/

IIpumeuanue: [Ipoaykrt cootercTBYeT TpeGosanusm HJ

Conclusion: APPROVED /
3axmoeuyenue: OJOBPEHO

Prepared by /
[Moarortoeneno: Pravesh Rana

/

Checked by /
Iposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Opno6peno: Menemxkep / Pykosoaurens
Manoj Kumar ?

st

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jlata: 08.03.2024

Reprint Date /
JHara: 08.03.2024




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablet

Ipoaykr: Ketopon® Dkcnpece (keToposak) TaBAETKH, UCHeprupyeMple B MOJIOCTH pTa, 10 mr
POA) p p P prupy p

s 10 mg

Batch No / 1 V2400250 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepaH 3600000 Tab
Analytical Report No / : 040002438660 Date of Analysis / : 08.03.2024
AHaJHTHYECKHH oT4YeT No JlaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npoH3BOJACTBA I'onen oo

Analysis performed according ND / Ananus nposegen no HJL:

27.12.2021, namenenue Ne2 ot 11.11.2022)

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ n3menenue Nel or

Page4 of 8 /Crp. 4 u3 8

%‘0 Test / [Toxa3aTennb Results / Pe3ynbrathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHOpOAHOCTH MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabserox — He 6Gomee = 10 %
2/20 Tabnertok — He Gonee += 20 %
5 Disintegration time / 00 min 30 sec / 00 mus 30 cex Not more than 3 min / He 6onee 3 MuH
PacnmapaemocThb
6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 95% Not less than 75% (Q) of
i Ci15Hi3NO3+C4H 11 NO; (ketorolac
Unit-2 / Ta6n-2 92% tromethamine) in 15 min / He meHee
Unit-3 / TaGs1-3 91% 75% (Q)  CisHisMOs=C4HMOs
) . (keToponaka  TpOMETaMUH)  4Yepes
Unit-4 / Tabn-4 91% 15 MuH
Unit-5 / Ta6n-5 86%
Unit-6 / Ta6n-6 85%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
HucnepcHOCTb 710 pym sieve is formed. / O6pasyercs
OJIHOPOJHAs CYCIHEH3Ms, MpOXOJAllas
CKBO3b CHTO C pa3MepoM OTBEPCTHI
710 MKM.

Remarks: The Product conforms to ND/
[Mpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanuaM H/JI

Conclusion: APPROVED /
3axmogenne: OJIOBPEHO

Prepared by / Checked by /
ITonroroeneHo: Pra?gh Rana | IIpoeepeno: Pardeep Kumar

7 e

" -

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykopQuurens
Manoj Kumar A\ ﬁ

L

Reprint Date / Reprint Date /
Jara: 08.03.2024 Hara: 08.03.2024

Reprint Date /
Hara: 08.03.2024




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TpoaykT: Ketopon" Dkcnpecc (keToponak) TabieTkH, AMCTeprupyembte B nojoctu pra, 10 mr

Batch No / : V2400250 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002438660 Date of Analysis / : 08.03.2024
AHanuTHYecKHii oTueT Ne JlaTa anaauza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa nponsBoacTsea I'onen no

Analysis performed according ND / Anann3s nposegen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3smenenune Nel or

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 5 of 8/ C1p. Su3 8

8 Related impurities / PoacTBeHHble NpUMeECH

l-l"IrIleOI(CHﬂIIﬂJ'IOF

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6Hapyerus (IT0 —

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

KeTopoJsaka 0.0010%)
ketorolac 1-keto analog/ 0.03 % Not more than 0.8 % / He 6oisee 0,8 %
1-KeToaHanor KeToposaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eTUHHUY Has
HeuneHTHHUIMPOBaHHAS
puMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceif

Q Water / Roga 74 % Not mare than 7 0% w/w /

He Gonee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHu4yeckKue pacTBOPHTENH

Isopropyl alcohol /
H3zomnponanon

06 pg/tab /
06 MKr B TabneTke

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

Remarks: The Product conforms to ND/
[Ipumeuanue: Ilponykt coorseTcTyeT Tpebosanusam HJI

Conclusion: APPROVED /
Sakaouenue: OJJOBPEHO

Prepared by /
ITonroTorneHo: Prave?Rana

-

Checked by /
ITpoeepeno: Pardeep Kumar

L

=

Approved by: Manager/Executive /

Ono6peno: MeHemkep / PykoBQuTesb
Manoj Kumar M

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jlata: 08.03.2024

Reprint Date /
Jara: 08.03.2024
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Dr.Reddy’s Q;.-

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpecc (KeToposak) TabieTku, AMcneprupyemble B MONOCTH pra, 10 Mr

Batch No / 1 V2400250 Batch Quantity / : 3600000 tab /
Cepus Ne Oonem cepun 3600000 Tab
Analytical Report No / : 040002438660 Date of Analysis / : 08.03.2024
AnanuTuyeckuii orueT No JlaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JdaTta nponssoacTsa I'ogen no

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

27.12.2021, namenenue Ne2 ot 11.11.2022)

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / MukpoGuoJioruueckas 4ucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob11ee "THCITO He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1uee He 6onee 100 KOE/r
YHUCTIO IPOMOKEBBIX U
TUICCHCBBIX FpuboB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHEB 1 T
12 | Uniformity of dosage units / 4.5 Acceptance value (AV) not more than
OaHOpOAHOCTH 15.0 / TIpueMouHoe 3HaueHue (AV) He
A03UPOBAHHSA 6onee 15,0.
13 | Assay/ KonunuecTBeHHOE 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpeaesieHHe (99.5 %) Ci1sH3NO3*C4H | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi(e] 11,0 MTI C15H13N03’C4H11NO3
(xetoponaka TpomeTramuH) (ot 90,0 no
110,0 % OT 3aABJIEHHOrO KOJNMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0972 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0972 mr B TabneTke He menee 0,042 mr B Tabnerke
Oy THJIrHAPOKCHAHH301A

Remarks: The Product conforms to ND/
IMpumeuanue: ITpoaykT coorBeTcTBYeT TpebopaHusM HJI

Conclusion: APPROVED /
3axaruenne: OJOBPEHO

Prepared by / Checked by /
IToaroroeneHo: Prav?'n Rana | IIpoBepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauresis

Manoj Kumar @Lﬂ,

Reprint Date /
Hara: 08.03.2024

Reprint Date /
Jlarta: 08.03.2024

Reprint Date /
Hara: 08.03.2024




Dr.Reddy’s “:’ S

CERTIFICATE OF ANALYSIS
CEPTHPHUKAT AHAJTN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon" Okcnpecc (keToposiak) TabneTkH, AHCTIEPrHpyeMble B MOJIOCTH PTa, 10 mr

Batch No / 1 V2400250 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002438660 Date of Analysis / : 08.03.2024
AxajuTHYeCKHH oTueT Ne JlaTa ananuza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npon3BoacTBa T'open no

Analysis performed according ND / Ana;u3 nposegen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, nzmenenue No2 or 11.11.2022)

Page 7 of 8/ Ctp. 7 u3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina 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 Gauctepe u3 (IA/AJIIID ¢
pack. / Ilo 10 Tabnerox B | Brnaronormorutenem/IIOBII) ¢onbru //
6auctepe uz ([TA/AJVIID ¢ | (TT3/AJT) dombru. [To 1 win 2 Gnucrepa
sraronoraotutesiem/[13BIT) C MHCTpYKUWEN IO NPHMEHCHHUIO B
doneru // (I12/AJ1) doasru. Mo | mauky KapTOHHYIO.
2 6nucrepa ¢ MHCTpYyKUueH 10

g of
NPUMEHEHHIO B nayKy
KapTOHHYIO.
16 Labeling / MapkupoBka According to ND / B cootBerctuu ¢ HJI
17 | Storage conditions / Below 25 °C. / Ipu temnepatype He Bbiie 25 °C.

XpaHeHue

18 Shelf life / Cpok rognoctT 2 years /2 ropja

* 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.

* [Ipu BbIMYyCKe JIeKAPCTBEHHOr0 NpenapaTa KOHTPOJIL Ka4ecTsa 1o nokasaTento «Mukpobuonoruyeckas
YHMCTOTa» POBOAMTCS AJIsA Kaxa0ii 20-o0ii cepum, WK )1 OAHOH cepHM B rojl, B 3aBUCUMOCTH OT TOr'0, “TO

HACTYMUT paHblLIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INpumeuanue: ITpoaykT coorBeTcTBYeT TpeboBaHusm HJI Baxmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarotoBneHo: Praszana Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBganTesib

QL— Manoj Kumar w_ﬁ

-

Reprint Date / Reprint Date / Reprint Date /
Jara: 08.03.2024 Jata: 08.03.2024 Jara: 08.03.2024




Dr.Reddy’s €3¢ il gt R,
CERTIFICATE OF ANALYSIS .
CEPTIL(P_I/IKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Ketopon® Dkcrpece (keToposak) TabieTky, IMCneprupyembie B nojiocts pra, 10 mr

Batch No/ : V2400250 Batch Quantity / : 3600000 tab /
Cepusi Ne Oo6nem cepin 3600000 Tab6
Analytical Report No / : 040002438660 Date of Analysis / : 08.03.2024
AHATHTHYECKHH oTueT Ne Jara anaausza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npoH3BoAcTBA Tonen go

Analysis performed according ND / Ananus nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 8 of 8§ / Crp. 8 uz 8

API name / Haumenoanune A®C: Ketorolac tromethamine / Ketoponaka
TPOMETaMUH

INN / MHH: Ketorolac / KetopoJax

API manufacturer batch number /

Homep cepun npousBoautens ADC: ABQH006486, BQH006487

FP Manufacturer API Batch number /

Homep cepun cy6ctanuuu npoussoaures [JId: FEQA00574, FEQAO0575

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

IMpoussoautenr ADC, crpana: J-p Penmy'c Jlaboparopuc JIta., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykT cooTeeTcTRYET TpeboBanmam HJI Zakmwouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[TonrorosneHo: va?Rana IMpoeepeno: Pardeep Kumar | OgobpeHo: Menekep / PykoBoauTes

f . Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Jara: 08.03.2024 Jara: 08.03.2024 Hara: 08.03.2024




