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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHO®HMKAT AHAJM3A

|Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxr: Keropon" Dkenpece (ketoponak) TadneTki., AUCNEPrHPYEMbIC B [I00CTH pTd. 10 mr

Batch No / 1 V2202446 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001631090 Date of Analysis / 02.12.2022
AHanuTHYeCKHi oTYeT N2 JMaTa ana;n3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jlara npon3BoACTBa T'ogen g0

Analysis performed according ND / Ananus nposenen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / nuamenenne Nel ot 27.12.2021)

Pagelof 7/Crp. 1 m37

V@-cnexkTpooTOMETpUs

N . .
.N':) Test / [TokazaTesb Results / PesyabTarsl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "" debossed on one side. /
side. / Kpyrnble, IIOCKHE Kpyrubie, IIoCKHe TabneTku ¢ Gackom,
TabyeTku ¢ packo, CBETIO- CBETIIO-XENTOTO 1BETa C TPAaBUPOBKOH
JEJITOro 1BeTa ¢ rPaBUPOBKOM «l» Ha OJIHOI CTOpOHE.
«l» Ha OHOH CTOpOHE.
2 Identification / [loannHHOCTL
Ketorolac / Kemopoak
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®O-cnexTpst
MOJIOILEHHS MCIILITYEMOTO PacTBOpa H
pacTBopa  CTaHgapTHoro  obpasua
KETOpOJiAKA TPOMETaMHHA  JOJIXKHbI
HUMETh MAaKCUMYMBI TIPH OHON K TOMH e
IUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[pumeuanve: [Ipoaykt cooTseTcTBYeT TpeboBanuam HI

Conclusion: APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by /
[MoarorosieHo: Pardeep Kumar

-

Checked by /
[Tposepeno: Himesh Kumar

[

Approved by: Manager/Executive /
Opo6peno: Menemxep / Pykopoanterns
Amit Kumar

pes

Reprint Date /
Hara: 02.12.2022

Reprint Date /
Hara: 02.12.2022

Reprint Date /
Hara: 02.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN; 1.85195AP1984PLC0O04507
www.drreddys.com
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CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon" Dkenpece (keToponak) Tabnerku, AHCHEPrupy

embic B nojocTy pra, 10 mr

Batch No / 1 V2202446 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6BeM cepun 36,00.000 Tab
Analytical Report No / : 890001631090 Date of Analysis / 02.12.2022
ApajuTadecknii oraer Ne JlaTa anaausa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JlaTa npoHM3BOACTBA T'oxen no

Analysis performed according ND / Auajnu3 npoBeien no H:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Page2 of 7/ Crp. 2 u3 7

No

No Test / I[lokazaTennb

Results / Pesyabrarsl

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  ynepXHBaHWA
OCHOBHOIO IMKa Ha XpoMaTorpamme
UCTILITYEMOTO ~ pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIepWBaHMA OCHOBHOTO TNHKa Ha
XpoMarorpaMmme pacteopa
CTaHAapTHOro oOpasila KeTopoJiaka
TpOMETaMHHa (pa3znen

«KoNM4ecTBEHHOE OTIPEIETIEHHE).

Remarks: The Product conforms to ND/

[Tpumeuanue: [Tpoaykr cooteercTayer Tpebosannam HJL

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

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

IMoarotosieHo: Pardeep Kumar | ITposeperq: Himesh Kumar Ono6peno: Menemxep / PykoBoautenb
P ~ ~_—_ | Amit Kumar ' —

Reprint Date / Reprint Date / Reprint Date / '

Jara: 02.12.2022 HMara: 02.12.2022 JNara: 02.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTH®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxyxr: Ketopon" Dkenpece (ketoponak) TabieTki, ANCIEPrHpyEMbIe B 10N0CTH PTd, 10 mr

Batch No / 1 V2202446 Batch Quantity / : 36,00,000 tab/
Cepnst Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001631090 Date of Analysis / 02.12.2022
AHAJTMTHYECKHMH oT4YeT No JlaTa ananu3za

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JlaTa mpoM3BOACTBA T'onen oo

Analysis performed according ND / Anasin3 nposeieH 1o H:
JIT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel o1 27.12.2021)

Page3 of 7/ Crp.3u3 7

1;.:) Test / [lokazaTensn Results / Pe3yabraThl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoasInHHOCTD butylhydroxyanisole peaks on the
Gy THArUAPOKCHAHU3O0I 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 YylepXUBaHUA
NUKOB  2-OyTHUNTUAPOKCUAHM30JIAa U
3-0yTWIrHIPOKCHaHH301a Ha
XpoMaTorpaMmme HCTBITYEMOTO
PACTROPA  DO/KHEL  CONTRATETRARATH
BpeMeHaM yaep)KUBaHHs MUKOB
2-6yTHITUAPOKCHAHU301a %}
3-6yTUITUAPOKCUAHH30A Ha
XpoMaTorpaMme pacTBopa
CTaHIapTHOIO obpasua
Oy TUITHAPOKCHAHU301a (paszzmen
«CopepxaHue
Oy TUIITHAPOKCHAHU30J1a).
4 Average weight / Cpeanss 69.1 mg/ 69.1 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Or1 67,2 mr 10 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/

IMpumeuanue: [lpoaykr cootercTByeT TpeboBantaM HJI

Conclusion: APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: Pardeep Kumar | ITposepeno: Himesh Kumar Ono6peno: Menemkep / PykoBoaurensb
— ——y Amit Kumar \ > Y
= . : ‘.._- A ,._/,--
Reprint Date / Reprint Date / Reprint Date /
JMara: 02.12.2022 Hara: 02.12.2022 Jara: 02.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC004507
www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTH®UKAT AHAJTM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon" xcnpece (KeToposiak) TabNeTKH, AUCHEPrHPYEMbIC B MOOCTH PTa, 10 Mr
Batch No / : V2202446 Batch Quantity / : 36,00,000 tab /
Cepns Ne Ob6bem cepun 36,00,000 Tab
Analytical Report No / : 890001631090 Date of Analysis / 02.12.2022
Ananuruueckuii orger Ne Tlara ananu3za
Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JlaTa npoM3BOACTBA T'omen no
Analysis performed according ND / Ananns nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)
Page4 of 7/Crp. 4n37
i.oo Test / [TokazaTenb Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than £ 10 %
OAHOpPOAHOCTL MACChI 2/20 tablets - not more than = 20 % /
18/20 Tabnetox — He 6Gomee =10 %
2/20 Tabnetok — He Gonee £ 20 %
5 Disintegration time / 28 sec /28 cex Not more than 3 min/ He 6onee 3 Mun
PacnmagaemMocTsb
6 Dissolution / PacTBopeHnue Unit-1 / Ta6n-1 101 % Not less than 75% (Q) of
. C1sHizNO3*C4H; 1INO3 (ketorolac
Unit-2 / Tabn-2 LD tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 104% | 75% (Q)  CisHisNO3*CsHiiNOs
) . (keToponaka  TPOMETaMHH)  4epes
Unit-4 / Tabn-4 105% 1 Seiti
Unit-5 / Tabn-5 104%
Unit-6 / Taba-6 104%
7 Fineness of Dispersion/ Complies / CoOoTBETCTBYET A uniform suspension passing through a
JucmepcHoOCTh 710 um sieve is formed. / OGpasyercs
OIIHOpOMHAsA CYCIIEH3UsA, MPOXOMILIAL
CKBO3b CMTO C pasMepOM OTBEpPCTHH
710 MKM.

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusM H/I

Conclusion: APPROVED /
Baxnwouenne: OJJOBPEHO

Prepared by /
INoarorosneno: Pardeep Kumar

Checked by /
TIMposepeno: Himesh Kumar

. e
eeE— 5
‘

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautens

\__,_ — }
‘r\b— L-"""’-/’

Q[’-—L,/
Reprint Date /

JHara: 02.12.2022

Reprint Date /
Jara: 02.12.2022

Reprint Date /
Jara: 02.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTHOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkernpece (KETOPO/IaK

) TaGNEeTKH, AUCTIEPrUPYEMBIC B NONOCTH pra, 10 Mr

Batch No / : V2202446 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0beM cepin 36.00,000 Tab
Analytical Report No / : 890001631090 Date of Analysis / 02.12.2022
AHAJIHTHYECKHI oTyeT N2 JiaTa aHa/m3a ]
Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024

Jlata npoM3BOACTBA Iogen no

Analysis performed according ND / Ananu3 nposejieH 1o HA:
@-004929-011119 (amend Nel from 27.12.2021 / nsmenenune Nol o1 27.12.2021)

Page5of 7/ Crp.Su3 7

8 Related impurities / PoacTeennbie npuMecH
ketorolac 1-hydroxy analog / 0.01% Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuaHanor
KeTopoJlakKa
ketorolac 1-keto analog/ 0.06 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaTOT KETOPOJIaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eNuHIYHAasA
HenAeHTU(HULIUPOBAHHAS
npuMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMma npumecen

9 Water / Boaa 2.0% Not more than '/ 0% w/w /

He 6Gounee 7,0 %

10 Residual solvents by GC/ OcTaTounble OpraHuieckne pacTBOpHTEIH
Isopropyl alcohol / 14 pg/tab /14 mxr B Tabnetke Not more than 350 pg/tab /
H3zonponaHon He 6onee 350 Mkr B TabnerTke

Remarks: The Product conforms to ND/
ITpumeuanue: [1poayKT COOTBETCTBYET tpebopanuam HII

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executfve /
[loarorosieHo: Pargle‘ep Kumar | IMposepeno: Himesh Kumar Ono6peno: Menemxkep / Pykosoauresb
2 ~— | Amit Kumar / .
CJ‘/ . ;'Auﬂ‘_\//
Reprint Date / Reprint Date / Reprint Date /

Mara: 02.12.2022

Hara: 02.12.2022

Jara: 02.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
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CEPTH®HKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayrr: Keropon" Dxenpece (KeToponak) TabeTKY, ANCIEPripyeMble B mojlocTu pra, 10 Mr

Batch No / + V2202446 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0beM cepuan 36,00.000 Tab
Analytical Report No / : 890001631090 Date of Analysis / : 02.12.2022
AHanuTH4ecKkuii oTyeT Ne JlaTa aHanu3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JlaTa npoH3BOACTBA I'open no

Analysis performed according ND / Anayin3 npoBeJieH no H:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 13 7

11 | Microbial enumeration tests / MuKkpoGHoJI0rHYecKas 4ucToTa™

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob11ee 4ucio He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obee He 6onee 100 KOE/r
YUCHO IPOMIKEBBIX U
MIECHEBBIX TPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBUe B 1 T
12 Uniformity of dosage units / 3.0 Acceptance value (AV) not more than

OAa1opoaHOCTh
JA03UPOBAHUS

15.0 / TIpuemovHoe 3HavueHUe (AV) He
6onee 15,0.

13 Assay / KonnyecTBenHoe
onpeneJieHHe

10.1 mg/ 10.1 mr
(100.9%)

From 90mg to 11.0mg  of
C15H1sNO3+C4H; 1INOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr 1o
11,0 Mr C15H13NO3’C4H1 1NO3
(xeToponaka TpomeTtamuH) (ot 90,0 no
110,0 % OT 3asABNEHHOTO KOJIMYECTBA) B
TabneTke

14 Butylhydroxyanisole
content / Cogepxanue
Gy TMArMAPOKCHAHH301a

0.0952 mg/tab /
0.0952 mr B TabneTke

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

Remarks: The Product conforms to ND/

ITpumeuanue: [IpoayKT COOTBETCTBYET tpeGopanusam HJ

Conclusion: APPROVED /
Bakawuenne: OJJOBPEHO

Prepared by / Checked by /
IMoarorosnero: Pardeep Kumar | IIposepeno: Himesh Kumar

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

t ) CLAI’—’Q Amlt Kumar 'Ilr : "k}'_:;"’/_
Reprint Date / Reprint Date / Reprint Date /
Jara: 02.12.2022 JHara: 02.12.2022 Tara: 02.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
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CEPTHOUKAT AHAJIM3A

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

Mpoaykr: Keropon" Drenpecc (keToposiak) TabneTku, ANCTEeprupyenble B oNocTy pra, 10 Mr
Batch No / 1 V2202446 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepin 36,00,000 Ta6
Analytical Report No / : 890001631090 Date of Analysis / : 02.12.2022
AnanuTHyeckuii oTyeT Ne Jlara apaausa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JlaTa npoH3BOACTBA I'oxen no

Analysis performed according ND / Anajin3 nposeaeH no HA:

JIII-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page70f7/Crp. 7n3 7

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. / Ilo 10 TabneTok B
onuctepe w3 (TTA/AJI/NIS ¢
pnaronornorurenem/I12BIT)

doneru // (I1/AJT) donera. Tlo
2 6mdcTepa ¢ WHCTPYKUMEH MO
NPUMEHEHUIO B navKy

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. / ITo 10 Tabnetok B
6nucrepe "3 (TTA/AJVITD c
snaronornorurenem/IIIBIT)  donmbru //
(T13/AN) doneru. Ilo 1 nnu 2 6auctepa ¢
MHCTPYKIKEH [0 NPUMEHEHHIO B NavkKy
KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootetcTBuu ¢ HJL

17

Storage conditions /
Xpaneune

Below 25 °C. / ITpu Temmeparype He Bbie 25 °C.

18

Shelf life / Cpok roanocti

2 years /2 rojia

* 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 BbIIyCKe JIEKAPCTBEHHOro Npenapara KOHTPO/IL Ka4eCTBa 10 0Ka3aTe 110
«MuKpoGHOIOrHYECKAs YUCTOTA) HPOBOJAHTCH LISt Kaxaoii 20-0if cepun, HIIH JJIS OHOM CEPHH B Iojl,
B 3aBHCHMOCTH OT TOr0, YTO HACTYNHT paHbIIe.

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoAyKT COOTBETCTBYET tpebosanrsam HJI

Conclusion: APPROVED /
3axmouenune: OJIOBPEHO

Prepared by /
INoarorosneno: Pardeep Kumar

ol —

Checked by /
ITposepeno; Himesh Kumar

C‘ =

.

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens

Amit Kumar -2 ;
Ly \{’-‘ =
4I /

Reprint Date /
Jara: 02.12.2022

Reprint Date /
Jara: 02.12.2022

Reprint Date /
Jara: 02.12.2022
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