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CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintcgrating Tablets 10 mg
Ipoaykr: Keropon® Dkcenpecc (keToponak) TaONETKH, JMCTIEPrHPYeMble B 11010¢TH pTa, 10 Mr

BatchNo/ : V2400687 Batch Quantity / : 3600000 tab /
Ceputs Ne O61em cepuu 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AnaJINTHYeCKHIi oTyeT Ne JlaTa anagnza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jlara NnpoH3BOACTBA T'onen go

Analysis performed according ND / Ananuz npopenen mo HJI:
[JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 111 12022

Page 1 of 8/ Crp. 1 u3 8

Jl;l.o 0 Test / [TokasaTenn Results / PesynnTarsi Specification / Hopma

1 Description / OnucaHie Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "[* debossed on one | with "|" debossed on one side. /
side. / Kpyrneie, mnockue | Kpyrmasie, nnockue Tabnetku ¢ Gpackoi,
TabneTku ¢ ¢ackoif, CBETJIO- | CBETNO-KENTOro UBETa C IPABHPOBKON
XENTOro LBETa ¢ TPaBMPOBKOil | «I» Ha 0AHOH CTOpOHE.
«» Ha OIHO¥ CTOPOHE.

2 Identification / [ToamHrHOCTD

Ketorolac / Kemoponax

a) Byuv/
YO-cnekTpodoToMeTpus

Complies / CootBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
NOTJIOLIEHIST UCMBITYEMOr0 pacTBopa
pacTBopa  cTaHgapTHOro  obpasua
KCTOpONaka TPOMCTaMHHAa  JOJDKHbL
HUMETh MaKCHMYMBbI TIpU ONHO# M TOH xKe
JTHHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: IIpogykT cooTBeTCTBYET Tpeboanusm HI{

Conclusion: APPROVED /
3akaruenue: ONOGPEHO

Prepared by / Checked by /
ITogrorosneno: Rama Kant IIposepeHo: Pardeep Kumar
3

v

Approved by: Manager/Executive /

Opobpeno: Menenxep / Pykosoguress
Manoj Kumar A E‘ i’

Reprint Date /
Jara: 18.05.2024

Reprint Date /
Mara: 18.05.2024

Reprint Date /
Jara: 18.05.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
IpoayxT: Keropon™ Sxcenpece (keroponak) TabieTky, Ancneprupyemsie B moaoctH pra, 10 mr
Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepus Ne O6neM cepun 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
Apanurrueckuii oTueT Ne Hara apammza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npounssozgcrea Topen g0
Analysis performed according ND / Auanu3s nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022 e
Page2of 8/ Cip.2mu3 8
Jl;i ¢ Test / IToxazaTens Results / PezynstaTs 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). / Bpems  yaepXuBaHus
OCHOBHOTO IHKa Ha XpOMaTorpamMme
UCOBITYEMOr0  pacTBOpa  JOJDKHO
COOTBETCTBOBATb BpEMEHU
YHEpP)XHBaHUS OCHOBHOIO INKKa Ha
XpoMaTorpaMme pacTBopa
CTaHAapTHOro obpasya KeTopoJiaka
TpOMeTaMMHa (pazzmen
«Konu4ecTBeHHOE ONpeseeHHe).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipieumune: [pomykr cooTBeTeTBYCT TReGusarmsm [1]] Saruwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroTorneno: Rama Kant ITposepeno: Pardeep Kumar | Ozno6pero: Menemxep / Pykosoaitens
{ Manoj Kumar IE Z [ a
) > / Coe——
Reprint Date / T Reprint Date / Reprint Date /
Jara: 18.05.2024 Jara: 18.05.2024 JHara: 18.05.2024
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Dr.Reddy’s Q;.
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Nponykr: Keropon™ Sxenpece (keroponak) TabneTky, AUcreprapyemsie 8 nosoctu pra, 10 mr

Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepus Ne O61em cepuu 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AHANHTHYECKHH oT4eT Ne Jara anannza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npou3BogeTBA T'ogen no

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

Page3 of 8 /Cip.3 u3 8

Test / [TokaszaTens Results / Pe3ynbratsl Specification / Hopma

No
Ne
3 Identification Complies / CooTBeTcTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMooanHHOCTH butylhydroxyanisole peaks on the
OYTHATHAPOKCHAHHN30J 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 ypepxuBaHHA
NUKOB  2-OYTWITHADOKCHAHM30IA U
3-0yTWIrMAPOKCHAHU30IA Ha
“XpOMaTOrpamMmme HCTILITYEMOrO
pacTBopa JOMKHBI COOTBETCTBOBATH
BpeMeHaM yIOEPKHUBAHNSA TUKOB
2-6y THNTHAPOKCHAHH30Ia H
3-0yTWIrHIPOKCHAHU301a Ha
XpoMarorpamMmme pacTBopa
CTaHAapTHOTO obpasua
Oy THIIM M IPOKCHAHU30JIA (paznen
«ConepxaHue
GYTHATMAPOKCHAHU3ONAN).

4 Average weight / Cpeausisn 69.3 mg/69.3 mr 67.2 mgto 72.8 mg (70.0 mg £4.0 %). /
macca Ot167,2 Mr 1o 72,8 Mr (70,0 Mr+4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TTpumeuanne” TINOTYRT cONTRATATRYAT ThRANRAHKINM HT Iaxmouenne: QMOLBPEIN
Prepared by / Checked by / Approved by: Manager/Executive /

Ioarororneno: Rama Kant [posepeno: Pardeep Kumar | OpoGpeno: MeHemxkep / Pykoroaprens
(_\f - = Manoj Kumar
b pt S i

Reprint Date / ' Reprint Date / Reprint Date /
Jara: 18.05.2024 Hata: 18.05.2024 Harta: 18.05.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dkenpece (ketoponak) TabneTky, AHCNEprupyeMbie B HolocTH pra, 10 mr

Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepHH 3600000 tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AnaauTH4yeckHii oTyer Ne JlaTa ananu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JdaTa npoM3BogcTBa I'ogen mo

Analysis performed according ND / Ananns nposegen no H/I:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Paped4of8/Crp. 413 8

No

Test / [oka3zaTeanb
Ne

Results / Pe3ynbTaTsi

Specification / Hopma

Uniformity of weight /
OAHOPOAIIOCTH MACChI

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than * 20 % /
18/20 Ttabnerox — He Gomee + 10 %
2/20 Tabnetox — He 6onee + 20 %

5 Disintegration time /

00 min 17 sec / 00 mun 17 cex

Not more than 3 min / He 6onee 3 muu

PacnanaemocTh
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 104% Not less than 75% (Q) of
5 C)sH;3sNO3*C4H;1NO3 (ketorolac
Unit-2 / Tatn:2 i tromethamine) in 15 min / He Mmenee
Unit-3 / Ta61-3 99% 5% (Q)  CisHisNO3*C4Hi1NOs
) . (xeTopolaka  TpOMETaMHMH)  Yepe3s
Unit-4 / Tabn-4 99% 715 N
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 98%

7 Fineness of Dispersion/
JucnepcHocTs

Complies / CooTBETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyercs
OOHOPOIHAs CYCIIEH3MsA, (IPOXOAALIAL
CKBO3b CHTO C pa3MepoM OTBEPCTHit

710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue. IponykT coorBeTcTRYeT TpeboraHuam HJI 3axawuenne: OJJIOBPEHO

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

TToaroToBneHo: Rama Kan /]L [Iposepeno: Pardeep Kumar | Onobpero: MeHemxkep / PykogoiTe/h
J.LL ) ,{ o, e Manoj Kumar @‘ L—‘,_"_"Q

Reprint Date / Reprint Date / Reprint Date / -

IHara: 18.05.2024 IHara: 18.05.2024 Jlara: 18.05.2024
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS i1
CEPTHOPHKAT AHAJTH3A f

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

Tlponykt: Keropon™ Okenpece (keToposak) TabeTku, AUCTIEPrHPYEMBIC B MONOCTH PTa, 10 mr

Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepha Ne O0BLeM cepun 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AunanaTnuecknii oTuer Ne JlaTa anaan3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npou3BoxcTBA T'onen xo

Analysis performed according ND / Apanus nposeaen no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

PageSof8/Crp.Su3 8

8 Related impurities / PogcTBeHHbie npuMecH

ketorolac 1-hydroxy analog /
1-runpoxcuananor
KeTopofaka

ketorolac 1-keto analog/
1-KkeToaHaNor KeTopoiaka

Any unidentified impurity /
eIMHMYHasA
HeHIeHTUULUPOBAHHAS
NIpHMECH

Below LOQ (LOQ = 0.0032 %) /
Huxe npeena KoTWYECTBEHHOro
onpeacnenus (ITKO = 0.0032 %)

0.06 %

0.02 %

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

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

27 %

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

10 | Residual solvents by GC/ OcTaToulibie OpraHMi4ecKHe pacTBOPHTETH

Isopropyl alcohol / "
Hzonpomnanon

11 pg/tab/
11 mxr B TabneTke

Not more than 350 pg/tab /
He 6onec 350 Mkr B Tabnerke

-Remarks: The Product conforms to ND/
IMpsmertanme: [poayit cootnetcTnyet Tpebopaniiny HI

Conclusion: APPROVED /
Zarawiaende: OJIOBPEHO

Jarta: 18.05.2024

Jlata: 18.05.2024

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

Ioarotosnerno: Rama Kant ITporepeno: Pardeep Kumar | Omobpero: Menemxkep / Pykoroantenb
{ Manoj Kumar

Reprint Date / i Reprint Date / Reprint Date / "

Jlata: 18.05.2024
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIH3A

Product: Kctorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykT: Keropon" Skcnpece (ketoponak) TabneTk, AMCNEprupyeMeie B TOJIOCTY PTd, 10 mr

Batch No/ : V2400687 Batch Quantity / : 3600000 tab /
Cepaun Ne O0BeM cepul 3600000 126
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AHAJHTHYCCKHH 0THeT Ne JTaTa aHaausa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jdara mpoH3BOXCTBA T'ogeun g0

Analysis performed according ND / Anasnns npogenen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 /Crp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuosnornueckas 4ucrora*

——

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee yucno He 6onec 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiec He 6onee 100 KOE/r
YHCIIO APOMOKEBBIX H
TecHeBLIX rpubos
¢c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBUe B 1 T
12 Uniformity of dosage units / 55 Acceptance value (AV) not more than

OaHOpOAHOCTD
J03UpOBaAHUSA

15.0 / IpuemouHoe 3Hayenue (AV) He
6onee 15,0.

13 Assay / KonnyecTBeHHOe
onpenesieHne

10.0 mg/ 10.0 mr
(100.4 %)

From 90mg to 11.0mg of
C5H3NO3+C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
“the label claim) per a tablet”/ Ot 9,0 mr
o 11,0mMr  C;sHizNO3*CsH(1NOs3
(xeToponaka TpomeTamuH) (ot 90,0 mo
110,0 % oT 3a4BNEHHOrO KOJIMYECTBA) B

TabneTke

14 | Butylhydroxyanisole
content / CoaepxaHne
0y TMATHAPOKCHAHH30A2

0.0905 mg/tab /
0.0905 mr B TaGeTke

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabneTke

Remarks: The Product conforms to ND/

Ipumeuanue: Tpoaykr coorsercTeyer TpeGosanuam HJT

Conclusion: APPROVED /
Zakmoyenne: OJJOBPEHO

Prepared by /
TTonrotoBneHo: Rama Kan

jy
\*/

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopoaurent
Manoj Kumar ;

( i

—

Reprint Date /
MHara: 18.05.2024

Reprint Date /
Hara: 18.05.2024

Reprint Date /
Jara: 18.05.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ST
Ilpoaykr: Kertopon® Dxcnpecc (keToposak) TabieTky, AMCNepripyembie B MONOCTH pTa, 10 Mr
Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepus Ne Obnem cepun 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AHaJHTHYECKHH oT4eT No Jara anann3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara mpoH3BOACTBA I'ogen oo
Analysis performed according ND / Anann3 nposeaen no HJI:
JITI-004929-011119 (amend N2l from 27.12.2021, amend Ne2 from 11112022

Page 7of 8/ Cip. 7 n3 8
15 Package / YnakoBka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccanV/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 ! Ta6netok B Gumctepe u3 (IMA/AJI/TIS ¢
pack. / Ilo 10 Tabnerok B | Baaronornotutenem/IIOBII) donsru //
Gaucrepe u3z ([IA/AJV/IID ¢ | (IIS/AJI) pomnsru. Ilo 1 wiu 2 6nKcTepa
BnaronornorureneM/TII19BIT) C UHCTpYKUHWEH 1O TNPHMEHEHHIO B
donbru // (T1I3/AJT) doneru. [lo | madky KapTOHHYIO.
2 bnucTepa ¢ WHCTPYKLMEH IO

NPHMEHEHHMIO B nauky
KapTOHHYIO.

16 Labeling / Mapkuposka According to ND / B cootBerctenu ¢ H]J

17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bsruie 25 °C.

XpaHeHue

18 Shelf life / Cpok roasocTu 2 years /2 roma

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
cach 20th batch, or for one batch in a year whichever is earlier.

* JIpu BhINycKe MeKapCcTBEHHOMo Npenapara KOHTPOJIb Ka4YeCcTBA MO nokKasaTenio « MHKpoOHoaorH4ecKas
4YHCTOTa» NPOBOANTCSR JUISA KaXKHoii 20-0if cepHi, UK AJisl 0AHOM CepUH B Iojl, B 3aBHCHMOCTH OT TOr0, YTO

HACTYIAT paHblUe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TTpumeuanve: TIPOAYKT CONTRETETRYET TpefinRauram H T Raxmwoyenne: OJIORPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosnexo: Rama % ITposepeno: Pardeep Kumar | OnoGpeno: Menemkep / Pykosoaurens
-

A mjr e Manoj Kumar ,&E"pﬂ

Reprint Date / } Reprint Date / Reprint Date /
Hara: 18.05.2024 Hara: 18.05.2024 Hara: 18.05.2024
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon” Dkenpece (ketoponak) TabaeTkH, aHcnepripyeMsle B nonocTy pra, 10 mr

——

Batch No / : V2400687 Batch Quantity / : 3600000 tab /

Cepus Ne Oobbem cepun 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AnagETHYECKINH oTyeT Neo HJara anainza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026 ]
Hata npon3BoAcTBA Tonen no

Analysis performed according ND / Ananus nposexen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

=l

Page 80f 8/ Crp. 8u3 8

API name / Hanmenosanue ADC:

Ketorolac tromethamine / Keroponaka

Honep cepsn cyGeranuuu nponssourens LJID:

TPOMETaMMH
INN/MHH: Ketorolac / Keroponak
API rﬂnaanacturer batch number / ABRHO001415
Homép ccpus nponsgoantens ADC:
FP Manufacturer API Batch number / FERA00144

API Manufactured by & country /
IIpousneantens A'(DC, erpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc JIta., Uuaus

Remarks: The Product conforms to ND/
Mpivevanne: HMpomynr coviseicisye e pebosasusm HJT

Conclusion: APPROVED /
3axkmouenne: OJOEPEHO

Prepared by / Checked by /
TloarotoBneno: Rama i(aul

[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpero: Menemxep / Pykopomyrens

Manoj Kumar 13 ﬁT
LRy

@‘lLC/A/I-

Reprint Date /
Jara: 18.05.2024

Reprint Date /
Hara: 18.05.2024

Reprint Date /
Hara: 18.05.2024




