Dr.Reddy’s Q,‘o

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon™ Jkcnpece (ketoponak) TabIeTKH, AMCIEPrHpyeMble B TIOJIOCTH pTa, 10 Mr

. 3600000tab/ |

Batch No / : V2400294 Batch Quantity /

|Cepna Ne Obvem cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AHanHTHYCCKHIT oTUeT Ne JlaTa apaau3a )
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026

Harta npousBoacTBa T'open oo

Analysis performed according ND / Anann3 nposeges no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page1 of 8/ Cip. 1 uz 8

No

Test / Iloka3zaTenb
Ne

Results / Pe3ynstaTh

Specification / Hopma

1 Description / Onmucaune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnele, mockue
TabneTkn ¢ (¢ackoi, cBeETNO-
XENTOr0 I(BET2 C TPaBUPOBKOM
«(» 1a 0OHOH CTOpPOHE.

with

Light yellow round flat beveled tablets |
“I" debossed on one side. / |
Kpyrnsie, niockHe 1abnetkH ¢ dpackoi,
CBETJIO-KENTOr0 LBETA C IPaBHPOBKOIA
«l» Ha oxHOI1 cTOpOHE.

2 Identification / TIoanHHHOCTH

Ketorolac / Kemoponax

a) Byuv/
Y®-cnexrpodoromeTpHs

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekrps!
NOIJIOLMEHHS UCITBITYEMOrO pacTBopa N
pacTBopa  CcTaHapTHoro  obpazna
KETOpOJIaka TPOMETaMMHA  JOJDKHBI
HMETh MaKCUMYMBbI DX OTHOH M TOM e
IUTHHE BOJHBI (£ 2 HM).

Rewarks. The Produet conformas 1o WD/
Ilpnmenauiic: Ilpoaykr coorBetcTByeT Tpebopanmam HIJ

Conclusion: APPRUVED /
3axawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tloaroroenedo: Santosh IMposepeno: Pardeep Kumar | Oao6peno: Menenxep / PykosoaunTens
Kumar Maurya J" Abhishek Chauhank

- = P
Reprint Date / Reprint Date / Reprint Date / !
Jara: 16.03.2024 Hara: 16.03.2024 Jara: 16.03.2024




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropon™ Dkcnpecc (xeToponak) Tabierks, AMCNEpripyemMble B NONOCTH PTd, 10 mr

Batch No / : V2400294 Batch Quantity / : 3600000 tab /
Cepusa Ne O6vem cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AHaJIHTHYECKHH oTUeT Ne HMara anaansa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JdaTta npoH3BOACTBA ToneH no

Analysis performed according ND / Ananns nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3mMenenue Nel or
27.12.2021, nsmeneine Ne2 or 11.11.2022)

Page2 of 8 /Crp.2 n3 8

No

No Test / [Toka3zaTenb

Results / PeaynbTaTsl

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). / Bpemsa yzepxuBaHus
OCHOBHOTO IIHKZ Ha XpOMaTorpamme

WCTIBITYEMOTO  pacTBOpa
COOTBETCTBOBATh

yIOepXUBaHUA OCHOBHOIC IHKa
XpoMaTorpaMme
CTaHOAPTHOTO
TpoMeTaMHHa
«KOJI{4eCTBEHHOE ONPEACNEHHE).

o0pazna

Remarks: The Product conforms to ND/
TIpumeuanue: [poaykr cootseTcTByeT TpeboBanusm HJL

Conclusion: APPROVED /
3axarouenne: OJJOBPEHO

JHara: 16.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneno: Santgsh [Iposepero: Pardeep Kumar | OnobpeHo: Menekep / PykoBoaurens
Kumar Maurya @{n - Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jlata: 16.03.2024

Hara: 16.03.2024

JOJDKHO
BpEMeHH

pacTBOpa
KeTopoJiaka
(pazmen
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Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon™ Dkenpecc (keroponak) tabnetku, AHCneprupyembie B nonocty pra, 10 mr

Batch No / : V2400294 Batch Quantity / : 3600000 tab /
Cepua Ne O61em cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AHaaUTHYCCKHE oTyeT Ne JaTa anaauza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npou3BoACTBA T'oaen no

Analysis performed according ND / Anasus nposegen no HJI:
JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel or

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page3of 8/Crp. 3z 8

1:.3 Test / TlokazaTenb Results / PesynbTaThl Specification / Hopma
3 Identification Complies / CooteTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanHHHOCTDL butylhydroxyanisole peaks on the
Oy THNTHAPOKCHAHH301 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 yHepXUBAHHS
NUKoB 2-OyTWIrMApOKCHaHU3oNa M
3-06yTWIrHAPOKCUaHH30M1a Ha
XpoMarorpaMme HCMBITYEMOTO
pacTBOpa MOJDKHBI COOTBETCTROBATh
BpeMeHaM YIHEpKUBAHUS MUKOB
2-6yTHITHAPOKCHAHM30.Ta "
3-6yTwiruapokcuaHu3ona Ha
XpOMaTorpamme pacTBOpa
CTaHOAPTHOTO obpazua
OYTHIrMAPOKCHAHH301a (pasmen
«Copepxanue
OYTHITHOPOKCHAHU3OIIAN).
4 Average weight / Cpenuss 70.1 mg/70.1 Mmr 67.2 mg to 72.8 mg (70.0 mg +4.0 %)./
Macca Ot 67,2 Mr o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
[Ipumeuanue: Ilponykt cootseTcTayer TpeboBanuam HII

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTtoBnexo: Santosh [Tposepeno: Pardeep Kumar | OnoGpeno: Meneasdep / PykoBoaurens
Kumar Maurya ’gé’\f ﬁ Abhishek Chauhan J

Reprint Date / Reprint Date / Reprint Date / =

Jlarta: 16.03.2024

Hara: 16.03.2024

Jata: 16.03.2024
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Dr.Reddy’s €z

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dkenpece (keroponak) tabneTku, AHCIEPrHPYEMbIC B MIONIOCTH P14, 10 mr

Batch No / : V2400294 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AHanuTHYeckHil oTyeT No JlaTta aHa;iu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JaTa Npou3BoACTEA T'ogen no

Analysis performed according ND / Ananaus nposeaen no HJL:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel or

27.12.2021, uamenenne Ne2 or 11.11.2022)

Paged4 of 8/ Crp. 4 uz 8

‘I:? Test / Iloka3aTennb Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOpPOAHOCTL Macehl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — He Ooyee + 10 %
2/20 Tabnetok — He 6onee + 20 %
5 Disintegration time / 00 min 19 sec / 00 mMuH 19 cex Not more than 3 min / He 6onee 3 MuH
Pacnagaemocth
6 Dissolution / PacTeopenne Unit-1/ Taba-1 104% Not less than 75% (Q) of
. o CsH13NO;*C4H | \NO3 (ketorolac
Unit-2 / Ta6n-2 R tromethamine) in 15 min / He menee
Unit-3 / Ta6x-3 103% 75% (Q)  CisHisNO3C4Hi NO3
I (xeToponaka  TpPOMETaMHMH)  4€pes
Unit-4 / Ta6x1-4 101% 15 rerr
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 105%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JArcnepcHOCTH 710 pm sieve is formed. / Obpasyerca
OIHOPOMHAA CYCIEH3Us, NpOXOAALias
CKBO3b CHTO C pa3sMEpPOM OTBEPCTHHM
710 MKM.

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

[Tpumeuanue: IIponykT cooTeeTcTBYET TpeboBanuam HT 3axmouenune: OJIOBPEHO

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

[Toarororneno: Santosh [poepeno: Pardeep Kumar | Onobpeno: Menemkep|/ Pykosoautesib

Y ;

Kumar Maurya @/_ ﬁ/. Abhishek Chauhan !

Reprint Date / Reprint Date / Reprint Date /

Hara: 16.03.2024 Hata: 16.03.2024 Hata: 16.03.2024




Dr.Reddy’s Q_‘:o

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

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

Hpoxysr: Keropon” Dkenpece (ketoponak) Tadierk, AHCNEPrHpyeMbIC B T10J10CTH PTa. 10 Mr

Batch No / : V2400294 Batch Quantity / : 3600000 tab /

Cepust Ne Ob6nem cepiit 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AnanuTHyeckuii oTver Ne JlaTa anaimsa

Date of Manufacture / : 0272024 Date of Expiry / : 0172626

JaTa NpoH3BOICTBA Topen go

Analysis performed according ND / Ananns npogeje no HA:

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page Sof 8/ Crp.S n3 8

8 Related impurities / PoacrBeHHsie npumeci

1-rropoKcHaHanor

ketorolac 1-hydroxy analog /

Not detected / e ofnapyxcHa

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

KeTopoJsiaka
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
I-keToaHaIOr KeTOpoJiaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eNNHHYHASA
HeHJeHTH HIMPOBaHHAas
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMMa fpuMeceil

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

He 6onee 7,0 %
-

10 | Residual solvents by GC/ OcTaTouHbI€ OpraHuYecKie pacTBOpHUTENH
Isopropyl alcohol / 3 ugftab / Not more than 350 pgftab /
UzonponaHon 3 MKT B TablieTke He Gonee 350 mMkr B TabneTke

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoOAyKT COOTBETCTRBYET TpeOOBAHUAM HIO

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Jlata: 16.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroeiexo: Santosh ITposepeno: Pardeep Kumar | Opobpero: MEHE)DI’\ep / PykoBoautens
Kumar Maurya CM/V Abhishek Chauhan |

Reprint Date / Reprint Date / Reprint Date /

Jlara: 16.03.2024

JHara: 16.03.2024




@
Dr.Reddy’s Q;"

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~
Iponyxr: Keropon™ Dxenpecc (keToponak) TabNeTkH, AHCHEPripyeMLIC B MONOCTH PTd, 10 mr

Batch No/ : V2400294 Batch Quantity / : 3600000 tab /

Cepus Ne O6em cepuH 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AnanuTHyecknii oryer No Jara ananmsa

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

Jara NpoH3BOACTBA Fogen po

Analysis performed according ND / Anaan3 nposenen o HJL:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 6 of 8§/ C1p. 6 u3 8

11 | Microbial enumeration tests / MukpoGHonoruyeckas 4HCToTa*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmwee 4icno He 6onee 1000 KOE/r

a3pOOHLIX MUKPO-
OpraH#3MoB

b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / Obiuee He 6onee 100 KOE/T
YUCHO APOAOKEBBIX
necHeBbIX TPHOOB

c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHE B 1

12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than
OaHOPOAHOCTH 15.0 / [Ipuemounoe 3Hauenue (AV) ue
IO3HPOBAHURA 6onee 15,0.

13 | Assay/KosuyecTBeHHOE 10.0 mg/ 10.0mr From 90mg to 11.0mg of
onpeaelieHue (100.3 %) C1sH13NO;3C4H; INOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
no 11,0 Mr C1sH13NO;3°CsH 1 NO;3
(ketoponaka TpomeramuH) (oT 90,0 no
110,0 % oT 3asABJIEHHOTO KOJIHYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.1006 mg/tah / Not less than 0,042 mg/tab /
content / Coaepxanue 0.1006 mr B TabneTke He menee 0,042 mr 8 Tab1eTke

6y THIrHAPOKCHAHH30/A

Remarks: The Product conforms to ND/
[Mpumeuanue: [poaykr coorBeTcTByeT Tpebosannam HJI

Conclusion: APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Sautoshél " | TIposepeno: Pardeep Kumar

Kumar Maurya

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopoautens
Abhishek Chauhan [ \

Reprint Date / Reprint Date /

Reprint Date /

Jara: 16.03.2024 Hara: 16.03.2024

Jara: 16.03.2024
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Dr.Reddy’s Q;ﬁ

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykt: Keropon™ Jkenpecc (keToponak) TabaeTky, AUCOEPrAPYEMBIE B MI010CTH pTd, 10 mr

Batch No / : V2400294 Batch Quantity / : 3600000 tab /
Cepun Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AHAMMTHYECKMH 0T4eT No JlaTa anannia

Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2026
Jara npoH3BOACTBA Togen o

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

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 n3 8

15 | Package/ YmakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) toil // (PE/AL)
foil. 2 blisters with patient
mformation leaflet in a carton
pack. / Ilo 10 Tabnerok B
6aucrepe uz (ITA/AJIIID ¢
Blaronorjoturenem/I13BIT)
dbonsru // (TI3/AJT) ¢oneru. Io
2 6nWcrepa ¢ HHCTPYKUHMEH Mo
NPHUMEHEHHIO B mauky
KapTOHHYFO.

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. / Ilo 10
Tabnerok B 6nuctepe u3 (ITA/AJI/IID ¢
sraronornoturenem/I13BTT) donerm //
(I12/AJ1) dbonera. Io 1 wiu 2 Gnuctepa
C HHCTpYKUMeH 1O IPHMEHEHHIO B
MayKy KapTOHHYO.

16 | Labeling / MapkupoBka

According to ND / B cooteerctauum ¢ HJJ

17 | Storage conditions /
XpaHeHHe

Below 25 °C. / IIpu Temneparype He Boiue 25 °C,

18 Shelf life / Cpok roxnocTH

2 years / 2 rofa

each 20th batch, or for one batch in a year whichever is earlier.
* [Ipu BbIMycKe JieKapCTEEHHOTO NpenapaTa KOHTPOo/b KauecTBa M0 nokasaTetio «Mukpobuonornieckas
YHCTOTA» HPOBOAHTES AN KaxAoii 20-0if cepHH, WK 115 OJHOH CEPHH B 'O/, B 3aBHCUMOCTH OT TOFO, YTO

HACTYMHT paHbllle.

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

Remarks: The Product conforms

to ND/

Ipumeuanne: [ponykT cootBercTBYeT TpeboBanuam HIT

Conclusion: APPROVED /
Zakmouenue: OJJOBPEHO

Jara: 16.03.2024

Jara: 16.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Moararoenexo: Santosh ITposepeno: Pardeep Kumar | Opo6pero: Menemxpp / PykoBoaurens
Kumar Maurya > Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hata: 16.03.2024




Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ 3kcnpece (ketoponiak) TabieTku, AHCIIEPrHpyeMbie B NOJOCTH pTa 10 Mr

Batch No / : V2400294 Batch Quantity / : 3600000 tab /

Cepus Ne O6bem cepau 3600000 Tab
Analytical Report No / : 040002451321 Date of Analysis / : 16.03.2024
AnanaTuyeckHii oTaer Ne Jara ananu3sa .
Date of Manufacture / : 02/2024 Date of Expiry / : 0172026

HarTa npoH3BoaCTBa I'onen a0

Analysis performed according ND / Ananu3s nposegen no HJL:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenne Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 8 of 8 /Crp. 83 8

API name / HaumenoBanue ADC:

Ketorolac tromethamine / KeToponaka

Howmep cepun cyOcTanuun npoussoantens IJIdD:

TPOMETaMUH
INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepuu npoussoautens APC: e
FP Manufacturer API Batch number / FEQA00571

API Manufactured by & country /
Ipomseoanteas ADPC, erpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Peqnu'c Jlaboparopuc Jita., Hupnsa

Remarks: The Product conforms to ND/

IIpumeyanue: IIponykT cootseTcTBYeT Tpe6oBanuam HJI

Conclusion: APPROVED /
Jaxmouenne: OJOBPEHO

Prepared by / Checked by /

TMoarorosneHo: Santosh

[

Iporepeno: Pardeep Kumar

Kumar Maurya (@ f
-/f'"

Approved by: Manager/Executive /
Onobpeno: Menekep / Pyxosoaurens
Abhishek Chauhan

Reprint Date / Reprint Date /

Jara: 16.03.2024

Reprint Date /

Hara: 16.03.2024

Jarta: 16.03.2024




