Dr.Reddy’s ‘}

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®UKAT AHAJIN3A

[

Hponyxr: Ketopon

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

Distt. Solan, H.P., 173 205, INDIA
Tal: +01 08166 56001-02

www.drreddys.com

Dkcnpece (keToponak) TabieTku, AUcreprupyemMsble B nonocty pra, 10 mr

Batch No / : V2200325 Batch Quantity / : 252.000 KG
Cepns Ne Ob6bem cepun

Analytical Report No / : 890001578030 Date of Analysis/ : 12.03.2022
ApanuTH4ecKHi oTyeT Ne Jlata aHanu3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JdaTta npou3BoacTBa T'omen no

Analysis performed according ND / Auanu3 nposenen mo HJI: JII1-004929-011119

Page1of 6/ Cip. 1 u3 6

Yd-cnextpodoromeTpus

N . .
N? Test / [lokazaTenn Results / PesyabTaThl 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. / Kpyrasle, niockue Kpyrible, mnockue TabneTkn ¢ Gackoi,
TabneTky ¢ (ackoii, ceTIO- CBETJIO-XKEJTOrO LBETa C IPaBHPOBKOM
JKEJITOTO L[BETa C IPABUPOBKOM «» Ha OJJHOM CTOpPOHE.
«l» Ha oIHO} cTOpOHE.
2 Identification / IToanuHHOCTL
Ketorolac / Kemoponax
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®-cnexTpsr
NOTNIOLIEHHS HCTIBITYEMOTO PacTBOpa M
pactBopa  cTaHmapTHOro  obpasna
KeTopollaka TPOMETaMHHA  JOJIXKHBI
WMEeTh MaKCUMYMbI TIPU OJHOH U TOM Xe
IUIMHE BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBercTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3aknouenue: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrotopneno: IIpoBepeHo: OnobpeHo: Menemxep /) Pykosoautesns
Ankit ( A Naresh Kumar @ Abhishek Chauhan /L

= =
Print Date / Print Date / Print Date /
Hara: 12.03.2022 Hara: 12.03.2022 Hara: 12.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com

-



Ge
Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

CEPTHUOUKAT AHAJIN3A

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

Fel+01 02166 56001-02

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon" Dkcripece (keToposak) TabJeTKH, AMCNEprupyemble B MOJIOCTH pTa, 10 Mr
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Batch No / : V2200325 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001578030 Date of Analysis / : 12.03.2022
AHaJHUTHYeCKHI oTueT Neo Jara ananuza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jara mpousBoacTea I'open o

Analysis performed according ND / Ananu3 nposened nmo HJI: JII1-004929-011119

Page2 of 6/ Crp. 213 6

No

Test / [Toka3aTenb
No

Results / PesyabTaThl

Specification / Hopma

b) By HPLC / BXX

Complies / CooTBETCTBYET

The retention time of the main peak on
the chromatogram of test solution
should comrespond to that on the

chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems  yIep)KHBaHMA
OCHOBHOIO MHMKa Ha XpoMaTorpamme
HCIBITYEMOTO  pacTBopa  IOJDKHO
COOTBETCTBOBATh BpEeMEHU
yAepXHUBAaHWS OCHOBHOTO THMKa Ha
Xpomarorpamme pacTBopa
CTaHOApTHOTO 00pa3sla KeTopoJjaka
TpOMETaMUHA (pazmen

«KonuvecTBeHHOE OMPENENEHHEY).

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr coorBercTBYeT TpeboBanuaM HJL

Conclusion : APPROVED /
3axnwuyenne: OJJOBPEHO

MHata: 12.03.2022

Jara: 12.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosnexo: IIpoBepeHo: Onobpeno: Menemxep /,Pykosoauress
Ankit A/ Naresh Kumar @ Abhishek Chauhan { l

— i’___,_.::-:-’-
Print Date / Print Date / Print Date /

Hara: 12.03.2022

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: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

CEPTUHO®UKAT AHAJIU3A

Distt. Solan, H.P., 173 205, IND{A

— Tel:4010R16556001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon" Dkcnpecc (keToponak) TaGneTky, AMCNEprupyemble B nonocti pra, 10 mr

www.drreddys.com

Batch No / : V2200325 Batch Quantity / : 252.000 KG
Cepua Ne O6mem cepun

Analytical Report No / : 890001578030 Date of Analysis / : 12.03.2022
AnaJHTHYECKHH oTyeT Ne JlaTa anannza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa mpoun3BoacTBa Tonen no

Analysis performed according ND / Anann3s nposeaen mo HJI: JI11-004929-011119

Page 3 of 6 / Ctp. 313 6

No
Ne

Test / MokazaTenn

Results / PesyabTaTsl

Specification / Hopma

3 Identification
Butylhydroxyanisole
IMoaIMHHOCTDL

6yTl'l.]'l THAPOKCHAHHU3

Complies / CooTBeTCTBYET
/

oJ1

The retention times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole 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). / Bpemena ynepxuBaHus
OUKOB  2-OYTUNTHUAPOKCHAHM30Ma W
3-6yTHAruapoKCHaHU30a Ha
XpOMaTOrpamme HCIIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBAaTb
BpeMeHaM YAEPKUBAHUS [IHKOB
2-0yTWITHIPOKCHAHHN301a u
3-Gy THITHIPOKCHAHHU30Ia Ha
XpoMarorpamme pacTBopa
CTaHAapTHOTO obpasua
OyTUIrHapOKCHaHU30Ja (pazzen
«CopnepxaHue

OYTHIITHOPOKCHAHH30A»).

mMacca

Average weight / Cpeanss

69.3 mg/ 69.3 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr 1o 72,8 mr (70,0 Mr + 4,0 %).

Uniformity of weight

OI{HOpOIIHOCTb MaccChbl

/ Complies / CoOTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He 6Oomee + 10 %
2/20 tabnerok — He 6oee £ 20 %

Remarks : The Product conforms to ND/
Ilpumeuanue: IlponykT coorBeTcTRyeT Tpeboranusm HJL

Conclusion : APPROVED /
3akarwuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: IIposepeHo: Onobpeno: Menemxep { Pyxospauresns
Ankit ﬂ Naresh Kumar @, Abhishek Chauhan ;{ i [

= L~
Print Date / Print Date / Print Date /
Hara: 12.03.2022 Hara: 12.03.2022 Hara: 12.03.2022

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA

Tole 40l 92 50 L0000 -

g3

IMponykt: Ketopon

|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Dkenpecc (keroposiak) TabNeTKH, AUCNEeprupyemMble B oaoctu pra, 10 mr

AHaNUTHYECKHI oTueT Ne

Batch No / 1 V2200325 Batch Quantity / : 252.000 KG
Cepna Ne O06bem cepun
Analytical Report No / : 890001578030 Date of Analysis / : 12.03.2022

JlaTa ananan3a

Jara npou3BoacTBa

Date of Manufacture / : Jan-2022

Date of Expiry / : Dec-2023
TI'oxen no

Analysis performed according ND / Ananns nposeaen no HJI: JII1-004929-011119

Page 4 of 6/ Ctp. 4 m3 6

1;.00 Test / Ilokasarennb Results / Pe3yabTaTsl Specification / Hopma
5 Disintegration time / 00 min 27 sec / 00 muH 27cex Not more than 3 min / He 6onee 3 MuH
PacnapaemocTthb
6 Dissolution / PacTeopenue Unit-1/ Tab1a-1 103% Not less than 75% (Q) of
. C;sH13NO3+C4H | 1NO; (ketorolac
Ui 62/ iaoni=2 10504 tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 97% 75% (Q)  CisHisNO3*C4H1NOs
] . (keTopojiaka  TPOMETaMHH)  uepe3
Unit-4 / Ta6n-4 101% 15 mMun
Unit-5 / Tabn-5 103%
Unit-6 / Tabn-6 104%
7 Fineness of Dispersion/ Complies / CoOoTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / Obpasyetcs
OJHOPOAHas CYCNEH3Ws, MNpPOXOAsIlas
CKBO3b CUTO C pa3MepoM OTBEPCTUH
710 MKM.
8 Related impurities / PoncrBeHHble npumecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He Gonee 0,5 %
1-rupgpokcuaHaior
KeTopoJaKa
ketorolac 1-keto analog/ 0.05% Not more than 0.5 % / He 6onee 0,5 %
1-KeTOaHANOT KETOpOJiaKa
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eMHIYHAA 0.03%
HeuAeHTUUIIUPOBaHHAS
HNpUMECH

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoxykT cooTBeTcTBYeT TpebopanusM HJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: _ ITporepeno: Onobpeno: Menemxep [ Pykosoaurens
Ankit @: Naresh Kumar @ Abhishek Chauhan

Print Date / Print Date / Print Date /

Jara: 12.03.2022 Jlara: 12.03.2022 Jara: 12.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLLUU4SU/
www.drreddys.com
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CEPTUDPHKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

- Tel: 491 98166 56001.02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoaykr: Ketopon® Dxenipece (keroponak) TabneTku, AMCHeprupyemsle B MojocTH pra, 10 mr
Batch No / : V2200325 Batch Quantity / : 252.000 KG
Cepnsa Ne O0nem cepun
Analytical Report No / : 890001578030 Date of Analysis/ : 12.03.2022
AnanurTuuecknii oruer Ne Jlara ananusa
Date of Manufacture / : Jan-2022 Date of Expiry/ : Dec-2023
Jara npou3BoacTBA T'onen go
Analysis performed according ND / Ananu3 nposeaen no HJI: JII1-004929-011119

Page Sof 6/ Ctp. 5n3 6

ioo Test / IlokazaTennb Results / Pe3yabTaThl Specification / Hopma
Total impurities / 0.2% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

9 Water / Boga 2.2% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTounble opraHudeckKue pacTBOPUTEH

Isopropyl alcohol / 4ug/Tab Not more than 350 pg/tab /
H3zonponaHon He 6onee 350 Mxr B Tabnerke

11 | Microbial enumeration tests / Mukpo6nosornueckas 4ucTora

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Ob1mee unciIo Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-

OpraHu3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obiiee Menee 10 KOE/r He 6onee 100 KOE/r

YHUCIO JPOMOKEBBIX U
TIECHEBBIX TPUOOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OtcytcTBHE B 1 T
12 | Uniformity of dosage units / 35 Acceptance value (AV) not more than
OaHopoaHOCTh 15.0 / IIpuemouHoe 3HaueHHe (AV) He
JA03UPOBAHUSA 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIponykT coorBercTByet TpeboBannam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneno: IIposepeHo: ‘ Onobpeno: Menemxkep / PykosoanTtens
Ankit f Naresh Kumar @ Abhishek Chauhan j
- = / . ,
Print Date / Print Date / Print Date /
Hata: 12.03.2022 Jara: 12.03.2022 Hata: 12.03.2022
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HpoayxT: Ketopon

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

www.drreddys.com

Okcnpecc (keToposiak) TabNeTKy, JUCAEprupyeMble B NoJocTh pTa, 10 mr

Batch No / : V2200325 Batch Quantity / : 252.000 KG
Cepnsa Ne Ob6bem cepun

Analytical Report No / : 890001578030 Date of Analysis/ : 12.03.2022
AHaauTHyeckHuii oTuer Ne Jlara apanusa

Date of Manufacture / : Jan-2022 Date of Expiry/ : Dec-2023
HJaTta npon3BoacTBa Foaen no

Analysis performed according ND / Ananus nposenen mo HJI: JITI1-004929-011119

Page 6 of 6/ Crp. 6 u3 6

i.oo Test / IlokazaTesnb Results / Pe3ysbTaThl Specification / Hopma
13 Assay / KonuyecTBeHHOe 10.0 mg/ 10.0 mr From 90mg to 11.0mg of
onpeae/ieHUe (100.3%) CisH13NO3*C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi(e] 1 1,0 Mr C15H13NO3'C4H11NO3
(xeroponaka tpoMeTaMuH) (ot 90,0 mo
110,0 % oT 3asBJIEHHOrO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab /
content / CogepxaHue 0.0971 mr B TabneTke He menee 0,042 mr B Tabnerke
6yTHIrHAPOKCHAHHU301a
15 | Package / YnakoBka 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 | Ttabnerox B 6mmcrepe u3 (ITA/AJI/IID ¢
pack. / Tlo 10 Tabmerok B | Bnaromorigoturenem/IIOBII) ¢onsru //
6mucrepe u3z (I[TA/AJI/TID ¢ | (II3/AJI) donsru. ITo 1 unu 2 6nucrepa
Bnaronorjaoturenaem/I19BIT) C HHCTPYKLMEH [0 IPUMEHEHUIO B
doneru // (II3/AJ]) doneru. [To | mauky KapTOHHYIO.
2 Gnuctepa ¢ HHCTPYKLMEH MO
NIPUMEHEHUIO B HavyKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBercTBuu ¢ H]|
17 | Storage conditions / Below 25 °C. / Tlpu Temneparype He Bbile 25 °C.
XpaHeHue
18 | Shelf life / Cpox roaHocTu 2 years / 2 rona

Remarks : The Product conforms to ND/

ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepeHo: Onobpeno: Menemxkep /| Pyxopoaurens
Ankit @ Naresh Kumar @/ Abhishek Chauhan

8.5 [—
Print Date / Print Date / Print Date /
Jata: 12.03.2022 Jara: 12.03.2022 JlaTa: 12.03.2022
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