CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJHM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxkr: Keropon® Sxenpece (keToponak) TabneTsy, AMCNEPrapyemMbie B 10J10CTH pra, 10 mr

Batch No/ : V2300345 Batch Quantity / : 36,00,000 tab /
Cepust Ne Odbem cepii 36,00,000 Ta6
Analytical Report No / : 890001647526 Date of Analysis/ : 02.03.2023
AHannTHYecKuil oTuer Ne Jara aHanusa

Date of Manufaeture / : Feb.2023 Date of Expiry/ - : Jan.2025
JaTa Npou3BOACTBA Togen go

Analysis performed according ND / Anann3s npoBeeH 1o HA:

JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page 1 of 7/Crp. 113 7

1;‘00 Test / [TokazaTenn Results / PesynbTaThl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "" debossed on one side. /
side. / Kpyrible, mnockue Kpyrubte, miockue TabneTky ¢ dackoii,
TabneTky ¢ gackoit, CBETIIO- CBETJIO-XKENTOTO LiBeTa C FPaBUPOBKOI
AEJTOro LBETa C TPaBHPOBKON «» Ha OJHOM CTOPOHE.
«l» Ha OXHOH CTOPOHE.

2 Identification / IloAIHAHOCTD

Ketorolac / Kemoposax
"a) ByUV/ Complies / COOTBETCTBYET UV spectra of the test solution and

Vd-cniextpodhoToMeTpHus

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 om). / V®-crexTpsl
MOTJIOLIEHHS UCNEITYEMOr0 PacTBoOpa H
pacTBopa  CTaHgapTHorTo  ofpasua
KETOpOiaKka TpPOMETAMMHA  JOIDKHEI
HUMETh MAKCHMYMEI DY OIIHOH ¥ TOM e
JUIAHE BOJIHAI (+ 2 HM).

Remarks: The Product conforms to ND/
Tpumeuanue: ITposykr coorsercrayet Tpebosannam HJL

Conclusion: APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IToarotoeneHo: Naresh,Kumar

o

Checked by /
Ipoeepeno: Pardeep Kumar

Dt——:

Approved by: Manager/Executive /
Opnobpeno: Menejuigp / PykoBonureins
Abhishek Chauhan

Reprint Date /
Jara; 02.03.2023

Reprint Date /
Jarta: 02.03.2023

Reprint Date /
Jlata: 02.03.2023




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJ3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

Hponyxr: Keropon® Dxenpece (keToposnak) Tabrerky, ucneprap

yeMsle B onocTh pra, 10 Mr

Batch No / : V2300345 Batch Quantity / : 36,00,000 tab /
Cepuas Ne O6BeM cepHl 36,00,000 tab6
Analytical Report No / : 890001647526 Date of Analysis / . 02.03.2023
Apanuruueckuii oryer Ne Jiara ananHsza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JlaTa NpoH3BOACTEA Topen a0

Analysis performed according ND / Ananus nposenen no HJL:

JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page2 of 7/Crp.2 37

No

Test / IlokazaTenb
Ne

Results / PeaynbTaThl

Specification / Hopma

b) By HPLC / BOXX

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). / Bpema yaepXuBaHuA
OCHOBHOIO [MXa Ha XpoMaTorpamme
ACNBITYEMOTO  PAcTBOpa  AOJDKHO
COOTBETCTBOBATH BpEMEHH
VIEpKUBAHUS OCHOBHOTO IIMKa Ha
XpoMaTorpaMme pacTBopa
CTaHIapTHOTO KeTOpoJiaka
TpOMETaMHHa (paznen
«KonYecTREHHOE OTIPEIENICHHUED).

obpasua

Remarks: The Product conforms to ND/
[pumeuanue: [Ipoayxt cooTBeTcTRyeT TpeboBanuam H]I

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Naresh. Kumar | [Iposepero: Pardeep Kumar Onob6peno: Mexesep / Pygosoanrens
Abhishek Chauhan .ﬁ
d}/ C‘:L’;:" i
Reprint Date / Reprint Date / Reprint Date /

Hata: 02.03.2023

Jarta: 02.03.2023

Jara: 02.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, India
J&1¢ +Y 1L 4U 490U 290U, FaR! +Y1 40 4500 299Y, Enall: nidih@deieddys.cont
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayir: Keropon™ Akenpece (keroponak) TabAETKH, UCTEpripyeMbi¢ B MONOCTH PTa, 10 Mr

Batch No / 1 V2300345 Batch Quantity / . 36,00,000 tab /
Cepua Ne O0nem cepHn 36,00,000 Tab
Analytical Report No / : 890001647526 Date of Analysis / 02.03.2023
AnannTHueckuii oruer No Jlara apaausa

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
JlaTa npoH3BOACTBA T'ogen a0

Analysis performed according ND / Anasiuz npoBefies 10 H:
JITE-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page3 of 7/Crp. 3 u3 7

No

N Test / IlokazaTen

Results / Pe3yapTathi

Specification / Hopma

Identification
Butylhydroxyanisole /
I[IoATHHHOCTH

Gy THATHAPOKCHAHH30

3

Complies / CooTBETCTBYET

The  retention times of  2-
butylhydroxyanisole and 3-
butylhydroxyamisole peaks on the
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 yHAepXuUBaHHA
NUKOB  2-OYTIITHApOKCHaHM30Ta W
3-6yTIIrHAPOKCHAHH30JId Ha
XpOMAaTorpamme HCObITYEMOTO
pacTsopa JOJDKHBL COOTBETCTBOBATH
BpeMeHaM  YAEpKHBaHUA NHKOB
2-6yTHIrHIpOKCUaHH30/13 H
3-6yTUATHAPOKCHAHN30Ia Ha
XPOMATOrpaMme pactsopa
CTaHAAPTHOTO obpasua
GyTHATHAPOKCHAHU30TIA (paznen
«Conepxanue
6y-mnrn)1poxcuanmoﬂa»).

Average weight / Cpennss
mMacca

69.0 mg/ 69.0 Mr

7.2 mg to 72.8 mg (70.0 mg £ 4.0 %). !
Ot 67,2 mr no 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/

IMpumeuatine: TIpOAYKT COOTBETCTBYET rpebosannam HJL

Conclusion: APPROVED /
Barmovenne: QJJOBPEHO

Prepared by / Checked by /

MNoarorosnero: Naresh Kumar

&

s

ITposepeHo: Pardeep Kumar

L

Approved by: Manager/Executive /

Onobpeno: Meunemaep / PyROROAUTENL
Abhishek Chauhan '\ [\
5 .

Reprint Date /
Iara: 02,03.2023

Reprint Date /

Ttara: 02.03.2023

Reprint Date /
Hara: 02.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Ihdia
Tel. +91 40 4900 2900, Fax: 191 40 1900 2999, Email: mail@drreddys.com
CIN, L83195AF1904PLCO04507
www.drreddys.com




Dr.Reddy’s €

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOMKAT AHAJITH3A www.drreddys.com

e A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayKr: Ketopon® Drenpece (ketoponak) TaONETKH, AMCNIEPIHPYEM Lie B MOJIocTH pra, 10 Mr
Batch No/ : V2300345 Batch Quantity / . 36,00,000 tab /
Cepusi Ne Ofnem cepuu 36,00,000 Tab
Analytical Report No / : 890001647526 Date of Analysis / : 02.03.2023
AnauTHYeCKHIT 0T9eT Ne Jara apannza
Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
JlaTa npOH3BOJCTBA Topen o
Analysis performed according ND / Auanus nposegen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 | mamenenne Nel or 27.12.2021)
Paged of 7/Cip. 4 m3 7
N.NZ Test / ITokasaTe/b Results / PesynbTatsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTH MACCHI 2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He Gomee +10 %
2/20 Tabaerox — He 6onee + 20 %
5 Disintegration time / 17 sec /17 cek Not more than 3 min / He 6onee 3 MuH
PacnapgaemocTs
6 Dissolution / PacTBopeHHe Unit-1 / Ta6n-1 99 % Not less than 75% (Q) of
. Ci5H13NO3+C4H 1 NOs (ketorolac
Unit-2 / Tabs-2 9% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 99% 75% (Q)  CisHisNO3*C4HiNOs
. (keToposiaka TpOMETaMHH)  4epes
Unit-4 / Tabn-4 97% | 15 mun
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTseTCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 pm sieve is formed. / O6pasyercsa
ONHOpONHAA CYCTEH3MsA, NpOXOAMad
CKBO3b CHTO C pa3sMepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/
[pumeyanne; [IpoayKT COOTBCTCTEYET tpebosannam HJL

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotoneno: Naresh Kumar | TIposepeto: Pardeep Kumar Ono6peno: Menemxep) PykoBoauTeIb
U Abhishek Chauhan

o c_-;,‘ s { e
Reprint Date / Reprint Date / Reprint Date /

Jlata: 02.03.2023

Jlata: 02.03.2023

Jlara: 02.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol. +@1 10 4000 00N, Ty 101 40 490N 2999, Fmail: majl@drreddvs.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd

Cle :
| ’ @ Formulation Unit-6
Dr' Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANAT YSIS Tel : +91 98166 56001-02
CEPTHO®HUKAT AHAJH3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Sxenpece (xetoposiak) TabneTku, AucneprupyeMble b 10A0CTH pra, 10 mr
Batch No/ : V2300345 Batch Quantity / : 36,00,000 tab /
Cepus No O6beM cepHH 36,00,000 Tab
Analytical Report No / : 890001647526 Date of Analysis / : 02.03.2023
AnaauTnyecknii oryer Ne JlaTa aHaaM3a
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JaTa Npou3BOACTBA Topen go
Analysis performed according ND / Ananus nposegen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page5of 7/Crp. Su3 7

8 Related impurities / PoacTBeHHbIE NPHMECH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1_r~”np0kcuaHa_Hor Huxe npcacna OGHﬂpy)KCHH}i (HO =

KeTOponaka 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6osiee 0,5 % -
1-keToaHanor KeToposaxa 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAs 0.03%
HeUICHTUGHLIMPOBAHHAS
MpUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

9 Water / Boaa 2.3% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble 0praHH4ecKHe PaCTBOPHTENH

Isopropyl alcohol / 3 pg/tab / 3 mMxr B TabneTke Not more than 350 pg/tab /
H3zonpomnayon He 6onec 350 mMxr B TableTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanne: [poaykr coorsercTnyer Tpebopanuam HIT 3akmouenune: OJJOBPEHO i
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotoeneno: Naresh Kumar | I[IpoBepeno: Pardeep Kumar Onobpeno: Menemkep /|PyroBouHTENE
: Abhishek Chauhan Bi
(b ] -
Reprint Date / Reprint Date / Reprint Date /

JHara: 02.03.2023 Jara: 02.03.2023 JHara: 02.03.2023

Registerad Nffira: R-2.337, Rnad Nn 3, Ranjara Hills, Hydarahad - 500024, Tolangana, India
Rl 491 4U 450U 290U, FdX: +91 40 440U 29499, Emalls tdlliwdrreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel ; +91 98166 56001-02
CEPTHDOHUKAT AHAJU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Skcenpecce (xeToponak) TaGeTky, Aucneprupyemble B MOJOCTH pTa, 10 mr

Batch No / 1 V2300345 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oonem cepun 36,00,000 tab
Analytical Report No / : 890001647526 Date of Analysis / : 02.03.2023
Ananuradeckuii oryer Ne Jara ananusa

Date-of Manufacture / - : Feb.2023 Date of Expiry/ 4+ Jan.2025
JlaTa mpoM3BOXCTBA Lomen no

Analysis performed according ND / Ananu3s nposefed mo H/I:

JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Page 6 of 7/ Cxp. 6143 7

11 | Microbial enumeration tests / Mukpo6uoaornyeckas ynerora*®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g / -
Count / O611iee yHCTO He 6onee 1000 KOE/r
a3pODOHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r
YHUCIIO IPOXKKEBBIX U
InecHeBbIX PHOOR
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBUE B 1 T
12 | Uniformity of dosage units / 24 Acceptance value (AV) not more than
OaHOpoaAHOCTH 15.0 / TlpuemouHoe 3Ha4yeHne (AV) He
RO3HPOBAHMS 6onee 15,0.
13 | Assay/KonandecrBeHHoe 10.0 mg/ 10.0 mr From 90mg to 11.0mg of
onpeaeneHue (99.9 %) C5H13NO3+C4H | ;NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet/ OT 9,0 Mr no
11,0 Mr CsH13NO3+C4H; 1 NO3
(xetoponaxa tpomeramuH) (ot 90,0 mo
110,0 % oT 3asBIIEHHOTO KOJNMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0977 Mr B Tabnerke He mMenee 0,042 Mr B Tabnerke
GyTHATHIPOKCHAHU30/1A

Remarks: The Product conforms to ND/ :
IMpumeuanue: [ponykT coorseTcTBYeT TpeboparusM HJT

Conclusion: APPROVED /
3axmwouenne: OJOEPEHO

Prepared by / Checked by /
IToaroroeneHo: Nare&l(m_nar Tlposepeno: Pardeep Kumar

—
—

Approved by: Manager/Executive /

Onobpeno: Meunemxep /| Pyxoeognrens
Abhishek Chauhan ] \\

i

Reprint Date / Reprint Date /
Jara: 02.03.2023 JHara: 02.03.2023

Reprini Date /
Jara: 02.03.2023

Registered Offira: R-2-337, Rnard Nin 3, Ranjara Hills, Hyderahzd - 5000134, Tolangana, India
Tel: 191 40 4900 2900, M'ax: +91 40 4900 2999, Ernail: mail@drreddys.cutn
CIN: 1L85195AP1984PLC0O04507

www.drreddvs.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's iaboratories Ltd
Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopon® Skcnpecc (keToponak) TabieTky, qUcnepripyeMble B IOJIIOCTH pTa, 10 Mr !

Batch No / : V2300345 Batch Quantity / ¢ 36,00,000 tab /
Cepus Ne O06bem cepHH 36,00,000 Tab
Analytical Report No / : 890001647526 Date of Analysis / 02.03.2023
AHAIMTHYeCKHi oT1eT No Jara anaausa

Date of Manufacture/ - - Feb.2023 Date of Expiry / Jan.2025
Jata npoH3BOACTBA T'onen mo

Analysis performed according ND / Anann3s npoBenen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)

Page 7of 7/ Crp. Tz 7

15 | Package/Ynakogrka

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 Tabnerok B
6mucrepe u3 (TTA/AJVIID ¢
BraronornoTuteaem/[19BIT)
dbonsru // (TI2/AJT) donbra. o
2 6nucrtepa ¢ MHCTpYKLMEH HO
NPHAMEHEHHIO B nayky
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 TabneTtok B
6mucrepe u3 (TTA/ATUITS ®
snaromornoruteneM/I19BIT) doneru //
(I13/AJT) donsru. Mo 1 unu 2 61nctepa
HHCTPYKIMEH N0 NPUMEHEHHIO B Nayky
KapTOHHYO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTsuu ¢ HJ1

17 Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temnepatype He Bbllie 25 °C.

18 Shelf life / Cpok roanocrn

2 years/ 2 rona

* 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.

* JIpM BBINYCKE JNEKAPCTBEHHOT0 NPEnapaTa KOHTPOJIH KAYECTBA X0 MOKA3ATEII0
«MHkpobHroJorHYecKkass YHCTOTA» NPOBOAHTCH A KaxaoH 20-ofi cepuu, HIH AJIA OAHOI CEPHH B rof,
B 3aBHCHMOCTH OT TOTO, YTO HACTYIHT PaHbIIe.

Remarks: The Product conforms to ND/
[Tpumeuanue: IIponykT cootReTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axnwuenne: OJIOBPEHO

Drepured by /
IToarotroeneno: Naresl;_‘Kumar

&

Checked by /
IIpoeepeno: Pardeep Kumar

L —

Approved by Manuger/Exceutive /

Onobpeno: Menemxepy Pykosogurens
Abhishek Chauhan l

Reprint Date /
JHata: 02.03.2023

Reprint Date /
Hara: 02.03.2023

Reprint Date /
Hara; 02.03.2023

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




