Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon”™ Dxenpece (keroponak) Tabaerky, Aucriepripyemsie B nojocty pra, 10 mr

Batch No / : V2400404 Batch Quantity / : 3600000 tab /

Cepsin Ne 0O6bem cepun 3600000 Tab
Analytical Report No / : 040002466607 Date of Analysis / : 28.03.2024
AnasmTedeckuii oryer Ne Jlara aHATH3A ]
Date of Manufactuie / : 02/2024 Date of Expiry / : 01/2026

Jara IpoU3BOACTBA Yonmen go

Analysis performed according ND / Ananns nposegen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page10f8/Crp.1u3 8

iﬂo Test / Tlokazatesns Results / Pesynbrars! Specification / Hopma
1 Description / Onucaunue Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrnele, mnockue
tabmerkn ¢ dackoif, cBeTNO-
MEJNTOrO LBETA C IPaBHPORKO#
«l» Ha omHOM CTOpOHE.

with "[" dcbossed on one side. /
Kpyrabie, nnockue Tabnetku ¢ Gackoii,
CBET/IO-KETOro 1BeTa C IPaBHPOBKOM
«» Ha onHOM CTOpOHE.

2 Identification / [TomMHHHOCTE

Ketorolac / Kemoponar

a) ByUV/

Y@-cnexrpodoToMeTpus

Complies / CooTBeTcTBYET

UV spectra of the test solution -and
ketordlac  tromethamine  standard
solutipn should have peaks at the same
wavelength (£ 2 nm). / VY®-cnexTpsl
MOTJIOLIEHUs] HCIIBITYEMOFO PacTBOpa U
pacTeopa  craHgapTHoro  obpasua
KeTopolaka TPOMETaMHHA  AOJDKHBI
IMETh MaKCUMyMBI [IpH OJHOM M TOH e
IUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeGoBanuam HIT

Conclusion: APPROVED /
3axniouenue: OJOBPEHO

Prepared by / P
Hoarorosneno: Ankit f,"‘
b

o

Checked by /
Ipogepeno: Santgsh Kumar
Maurya

Approved by: Mangager/Executive /
Onobpeno: Meue
Abhishek Chauhan

cep / Pyxosoautens

Reprint Date /

Jlara: 28.03.2024

Reprint Date /
Hara: 28.03.2024

Reprint Date /
JlaTta: 28.03.2024




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJH3A

Product: Kctorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon™ Okenpece (keroponak) TabneTku, aucneprupyemeie B MONOCTY PTa, 10 mr

Batch No/ : V2400404 Batch Quantity / : 3600000 tab /
Cepug Ne Obbem cepin 3600000 tab
Analytical Report No / : 040002466607 Date of Analysis / : 28.03.2024
AnafiuTHyecknii orger Ne Jara anajinza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata npon3BoacTBa T'ogeH O0

Analysis performed according ND / Anasus nposeaen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/nsmenenne Nel or

27.12.2021, nzmerense No2 or 11.11.2022)

Page2 of 8 / Crp.2 3 8

No

No Test / IlokazaTrenn Results / Pesynprathl Specification / Hopma

b) By HPLC/B32XX 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 ylepKuUBaHHA
OCHOBHOTO IMKa Ha XpoMarorpamme
WCOSITYEMOrO0  pACTBOpa  JIOJDKHO
COOTBETCTBOBATh BpPEMEHU
YOEpKMBaHMA OCHOBHOTO NMKa Ha
XpoMaTorpamme pacTeopa
craHgapTHoro ofpasla KeTopojaka
TpOMCTaMKHa (pa3men
«KoniyectseHHOE ONpefeeHHUED).

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

TIpumeunannue: [Ipoaykt cootBercTRyeT TpeboranuaM HJJ 3akawyenne: OJJOBPEHO

Prepared by / = Checked by / Approved by: Manag&t/Executive /

TloaroToesncHo: Ankit / IIposepeno: Santosh Kumar | Ono6penio: Meremkep / Pykoomurens
!

A ;
}__, Maurya (IC- Ahhishek Chauhan

—_—

L

Reprint Date / Reprint Date / Reprint Date / I
Jara: 28.03.2024 Jara: 28.03.2024 Jarta: 28.03.2024

1l Wl e Road' M K] IlE Bytlers . b TR, Ind




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Sxenpecce (keroponak) TabneTic, AHCIEprupyeMbic B OJIOCTH PTé, 10 mr

Batch No/ : V2400404 Batch Quantity / : 3600000 tab /
Cepris No O6nem cepui 3600000 Tab
Analytical Report No / : 040002466607 Date of Analysis / : 28.03.2024
AnajuTayeckuii oryer Ne Jata aHaaH3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npoM3BO/ACTBA Tonen go

Analysis performed according ND / Ananus nposexen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3meHenune Nel or
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page3 of 8/ Crp. 3 13 8

_]1:;, & Test / lokasarenb Results / Pe3ynsTaTht Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToanHUHOCTE butylhydroxyanisole peaks on the
6YTHIIrHAPOKCHAHH301 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). / DBpeMeHa yaepXUBaHHIL

MUKOB  2-0yTHITMAPOKCHAHHM3ONA M
3-6yTHWIrHAPOKCHAHH30A Ha
XpOMaTOrpaMMe UCHBITYEMOTO
pacTBOpa JHNOJDKHBl COOTBETCTBOBATH
BpEMeHaM YAEPHUBAHUA [IUKOB
2-0y TWITHAPOKCHAHN30J1a U
3-0yTHIrHAPOKCHAHH301a Ha
XpomMartorpamme pacTropa
CTaHIapTHOTO obpasna
By THATHEPOKCHAHN30JIA (paznen
«Conepxanue

OYTUATKIPOKCHAHM3O0TIan).

4 Average weight / CpegHsst
Macca

69.6 mg/ 69.6 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
OT 67,2 Mr 110 72,8 Mr (70,0 Mr = 4,0 %).

Remarks: The Product conforms

TIpumeuanue: [IpoaykT coorsercTByeT Tpebopanuam HI

to ND/

Conclusion: APPROVED /
3axmovenue: OJOBPEHO

Jlata: 28.03.2024

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

INoarororncuo: Ankit xllponcpcuo: Santosh Kumar | Omobperio: Menemskep / Pyronoaiitent
Maurya ﬂgb Abhishek Chauhan t

Reprint Date / Reprint Date / Reprint Date / \

Jlata: 28.03.2024

| JMara: 28.03.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykT: Keropon™ Sxenpecc (keroponak) Tabierky, AMCTICPrUpYEMBIE B MIONIOCTH PT4, 10 Mr

BatchNo/ : V2400404 Batch Quantity / : 3600000 tab /
CepHin No 00Bem cepHH 3600000 Tab
Analytical Report No / : 040002466607 Date of Analysis / : 28.03.2024
AnasmTHIecKHH oTyeT Ne Jara apannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npoH3BoJCTBA I'oxen go

Analysis performed according ND / Ananus nposeacn no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meneHue Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page4of 8 /Crp.4u3 8

1;.? Test / [lokazarens Results / Pe3ynsTaThi Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than £ 10 %
OaoHOpOAHOCTE MACCHE 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gonee + 10 %
2/20 tabnerok — He 6onee £ 20 %
5 Disintegration time / 00 min 21 sec / 00 muH 21 cek Not more than 3 min / He 6onee 3 Mud
PacnagaemocThb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 99% Not less than 75% (Q) of
i Ci15H13NO3¢CsH 1NO; (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 102% | 75% (Q  CisHisNO3;*CeHiiNOs
) (keToponaka  TpOMETaMMH)  4epe3
Unit-4 / Tabn-4 101% 15 Mun
Unit-5 / Tabn-5 106%
Unit-6 / Tabn-6 104%
7 Fineness of Dispersion/ Complies / COOTBETCTBYCT A uniform suspension passing through a
JucrepcHOCTh 710 pum sieve is formed. / ObpasyeTcs
OMHOpOJHAs CYCIIEH3Us, MPOXONAIIAs
CKBO3b CUTO C pa3MepoM OTBEPCTHI
710 MKM.

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

[IpuMeyanue: IlpoaykT cooTBeTcTBYeT Tpebopanusam HJT 3arawuenne: OJOBPEHO

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

Hoarotoeneno: Ankit A _Tposepeno: Santgsh Kumar | Ono6peno: Menemwidp / Pykosoaurenn

/ Maurya 5 Abhishek Chauhan /\

Reprint Date / Reprint Date / Reprint Date / !

Jara: 28.03.2024 Jlara: 28.03.2024 Hara: 28.03.2024

faadite. 5 8n 1= Hvairabind - SUB024, Telanpann, indis




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tposyier: Keropon™ Skenpece (keToponak) TaGNETKH, AUCTIEPrUpYeMBbie B TONOCTH pTa, 10 M

JlaTa NpOH3BOACTBA

BatchNo / : V2400404 Batch Quantity / : 3600000 tab /

Cepwan Ne O6nem cepun 3600000 Tab

Analytical Report No / : 040002466607 Date of Analysis / : 28.03.2024

AnajluTHyeckHi oryer No JaTa aganusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
ToaeH g0

Analysis performed according ND / Ananus npoé;eneﬂ o HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page S of 8 /Crp.Su3 8

8 Related impurities / PoxcrBeHHbIe NpHMeECH

1-ruapoxcHananor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Hinice upeaena obuapyxemss (110 =

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

He 6omnee 7,0

KeTopoJtaka 0.0010%)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KkeToaHAJIOT KeTOpoNaKa 0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eNMHUIHASL

' geuneHTHHIHPOBaHHAA 0.02 %
[pUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6oxee 1,0 %
Cymma npumeceit

9 Water / Bona 25% Not more than 7.0% w/w /

%

10 | Residual solvents by GC/ OcTaTouHbic oOpraHideckiie pacTBOPUTENIH

] Isopropyl alcohol /
H3zonponanon

11 pg/tab/

11 Mxkr B TabneTke

He Gonee 350

Not more than 350 pg/tab /

MKT B TaOneTke

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3axkmodenue: OJIOBPEHO

Jlara: 28.03.2024

Hara: 28.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
TToarororneno: Ankit  JIposepero: Santosh Kumar | Onobpero: Menemsep / Pykoponuress
o Maurya Abhishek Chauhan A
s
Reprint Date / Reprint Date / Reprint Date / A

Jara: 28.03.2024

2537, Mond Mo, T, 6
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaysr: Keropon™ Bkenpece (keroponak) TabneTky, AMcneprupyeMsie B NonocTu pra, 10 mr

BatchiNo / : V2400404 Batch Quantity / : 3600000 tab /
Cepra Ne Obnem cepun 3600000 a6
Analytical Report No / : 040002466607 Date of Analysis / : 28.03.2024
AuastuTHUecKHH 0TYeT No JlaTa aHamn3a

Date of Manufacture / + 02/2024 Date of Expiry / : 01/2026
Jata NpoH3BOACTEA I'ogen no

Analysis performed according ND / Ananus nporenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenune Nel ot

27.12.2021, n3amenenne Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 uz 8

'~ 11 | Microbial enumeration tests / Mukpo6uoaornueckas 4ucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / OGiuee uncio He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OPTaHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / Ob1ee He 6onee 100 KOE/r
YHCIIO APOHOIKEBBIX H
nJjlecHeBbIX MPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 T
12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than
OnaHopoAHOCTH 15.0 / IIpnemoyHoe 3HaueHHe (AV) He
JA03MPOBaHHSA 6oree 15,0.
13 | Assay/KoauuecTBeHHOe 9.8 mg/9.8mMr From 90mg to 11.0mg of
onpegeneHue (98.1 %) C1sH;3NO3+C4H | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 Mr  CsH;3NO;3°C4H | INO;
(keToponaka TpometamuH) (oT 90,0 1o
110,0 % OT 3asBIEHHOTO KOJIHYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0955 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxanue 0.0955 mr B Tabnetke He menee 0,042 mr B TabneTke
OYTHJIrHZPOKCHAHH30J14

Remarks: The Product conforms to ND/
ITpaveuannme: [ponykT coorsetcTRyeT Tpebosanusam HT

Conclusion: APPROVED /
3axmouenne: OJOEPEHO

Prepared by / Checked by /
IToxroroeneHo: Ankit /\ _ Iposepeno: Saritosh Kumar

Maurya

Approved by: Manager/Executive /
Ono6peno: Mexemieh / I’y}cormfrena

Abhishek Chauhan

Reprint Date /
Jara: 28.03.2024

Reprint Date /

Jara: 28.03.2024

1 Reprint Date /

Jara: 28.03.2024




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon™ Skenpece (ketoponak) TabneTky, ANCIEPrupyeMbie B [1010CTH pra, 10 Mr

AnasiuTrHycckKHi oTuer No

BatchNo /. : V2400404 Batch Quantity / : 3600000 tab /
Cepuma Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002466607 Date of Analysis / » 28.03.2024

JlaTa anaan3a

Jara nponzgoacTBa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026

Tomen go

Analysis performed according ND / Ananxus nposenen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel or

27.12.2021, w3menenne No2 ot 11.11.2022)

Page 7of 8/ Crp. 7u3 8

15 ; Package / YakoBka

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 | Ta6retok B 6nHcTepe u3 (ITA/AJI/TID ¢
pack. / Tlo 10 Tabnerox B | mnaromornmorurenem/IIDBII) doxbru //
6nucrepe w3 (TMMA/AJUIID ¢ | (TI3/AJ) doneru. Io 1 mnu 2 6auctepa
Biaronoraorurenem/[12BII) C HUHCTPYKUMERR @O INPHUMEHEHHIO B
domery // (IID/AJ]) doneru. ITo | mayKy KapTOHHYIO.

2 6nucTepa ¢ HHCTpYKLHeH Mo
HNPUMEHEHHIO B Ha4ky
KapTOHHYHO.

16 | Labeling / MapkupoBka

According to ND / B cootsetcreuy ¢ HJJ

17 Storage conditions /
Xpanenue

Below 25 °C. / Ilpu Temneparype He Bbiite 25 °C,

18 Shelf life / Cpox rogHocTn

2 years / 2 roga

TFAL 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.

*TIpn BRIDYCKE IEKAPSTBEHROTO

npenapaTa KOHTPAIER Ka4YECTRA O NOKAIATEN K «MHK[’!QﬁHﬂ.ﬂﬂI’H‘-ICCKaﬂ

YHCTOTAY NMPOBOJMTCH A Kaxnoh 20-0i cepitd, vnn nyis OAHOH cepun B rof, B 3aBHCHMOCTH OT TOT'0, UTO

HACTYTHT paHblile.

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

Ilpumeuanue: [lpogykT cootBercTByeT TpebopanuaM HJJ Jakmouenne: OJOBPEHO

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

Iomrotoeneno: Ankit /9 IIpoBepeno: Santosh Kumar | Opmobpeno: Menemxep { Pykopogntesns
l/i/ Maurya ij"' Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / :

Hara: 28.03.2024 Hara: 28.03.2024 JHara: 28.03.2024
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Dr.Reddy’s ‘o UL o, g o i,
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopon® Dxenpece (keroponak) TabneTkH, IHCIEPrapyemble B M0JI0CTH pTa, 10 Mr

Batch No / 3 V2400404 Batch Quantity / : 3600000 tab /
Cepsia Ne O0neM cepHH 3600000 Tab
Analytical Report No/ : 040002466607 Date of Analysis / : 28.03.2024
AnaJHTHYECKHI oTdeT Ne JlaTa anajin3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTta mpou3BOACTBA I'onen o

Analysis performed according ND / Ananu3 nposenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ namenenne Nel ot
27.12.2021, n3menenue N2 or 11.11.2022)

Page 8 of 8 /Cip. 8 u3 8
Ketorolac tromethamine / Ketoponaka
TPOMETAMHH
Ketorolac / Ketoponak

ABQHO006728, ABQH006611

API name / Haumenopauue ADC:

INN/MHH:

API manufacturer batch number /

Homep cepun npouspoputens APC:

FP Manufacturer API Batch number /

Homep cepun cyOcTanunn nponssoauTens [JID:
API Manufactured by & country /
ITpoussoautens A@C, crpana:

FEQAO00571, FEQA00572

Dr. Reddy's Laboratories Ltd., India /
JI-p Penuu'c JlaGoparopuc JTta., Hunna

Remarks: The Product conforms to ND/
[Ipumeyanne: [Ipomykr cootBercreyer Tpebosanmuam HJI

Conclusion: APPROVED /
3akmouenne: OJTOBPEHO

Prepared by /

Checked by /

llogroroBneno: Ankit A~ Llpoeepeno: Santosh Kumar
/. | Maurya &>.

Approved by: Manage}/Executive /
Unobpexo: Metdepxepl/ Pykosoaurens
Abhishek Chauhan

Reprint Date /
Jlata: 28.03.2024

Reprint Date /
Jlara: 28.03.2024

Reprint Date /
Hara: 28.03.2024
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