Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®UKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =~ 'c - 2172109 SSUOTZ—1
a0 www.drreddys.com

Ipoaykr: Ketopon" Dxcnpecc (keroponak) TabiieTku, AUCTIeprupyeMble B NoaocTi pra, 10 Mr -

Batch No / : V2101939 Batch Quantity / : 252.000 KG

Cepus Ne O6nem cepun

Analytical Report No / : 040001469417-1 Date of Analysis / : 29.11.2021

AnannTndeckuii otuer Noe 890001556825 JlaTa aHaIH3a

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023

Jara npon3seojacraa T'oxen mo

Analysis performed according ND / Ananu3 nposeaen no H/: JI[1-004929-011119

Page10of 6/ Crp. 1136

No " .
No Test / Iloka3aTesnnb Results / PesyabTaTbl Specification / Hopma
1 Description / Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrunsie, muockue Kpyrible, nnockue Tadnetiu ¢ dackoi,
TabneTku ¢ dackoii, cBeT0- CBETJIO-)KENTOrO l1BeTa C rPaBUPOBKOMN
XENTOrO LBETA C IPABUPOBKOM «l» Ha o1HO# cTOpOHE.
«» Ha OHOIt cTOpOHE.
2 Identification / ITogaunnocTs
Ketorolac / Kemoponax .
a) Byuv/ Complies / CoorBetcTByeT UV spectra of the test solution and

ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnekrpbi
MOTJIOLIEHUSI UCMBITYEMOTO pacTBopa 1
pacTBopa  CcTaHAapTHOro  o6pasua
KETOpoJlaka  TPOMETaMMHA  JOJDKHEI
HAMETb MAKCUMYMBI [IpY OJHOMN 1 TOMH e
IUTMHE BOJHBI (£ 2 HM).

Y®-cnektpodoromeTpus

Remarks : The Product conforms to ND/
ITpumeuanue. [Ipoaykt coorBeTcTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3axmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: TIposepeno: . —,Onob6peno: Menemxep / Pykosogutens
Ankit A Himesh Ku :@_qg_xl,/‘ﬁ/‘ Pawan Kumar

u/
Print Date / Print Date / Print Date /

Jara: 22.12.2021

Hara: 22.12.2021 Hara: 22.12.2021

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



Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ 'c @ 721 78506 5500102
ITpoaykr: Keropon" Dxenpecc (ketoponak) TabaeTku, AUCNeprupyemMble B noJOCTH {{ﬁf‘dlyé o
Batch No / : V2101939 Batch Quantity / : 252.000 KG
Cepnsa Ne Oo0bem cepun
Analytical Report No / : 040001469417-1 Date of Analysis / : 29.11.2021
AunajuTuyeckuii oruer No 890001556825 JlaTa aHann3za
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jara npouszBoacTBa I'omen no
Analysis performed according ND / Anann3 nposeaen no HJI: JI[1-004929-011119 -

Page2 of 6/ Crp.2 3 6

No

Test / [lokazaTennb
No

Results / PesynbTaThi

b) By HPLC / BOXX

Specification / Hopma

Coapl_ieg / 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 yuepXuBaHus
OCHOBHOTO MHKa Ha XpOMAaTOrpaMme
HUCOBLITYEMOTO  pacTBopa  OOJKHO
COOTBETCTBOBATH BpEeMeHH
YICP)KUBAHHS OCHOBHOIO TIWKa Ha
XpoMaTtorpaMme pacTBOpa
CTaHAAPTHOTO KeTopoJiaka
TpOMeTaMKHa (pazaen
«KonyuecTBeHHOE ONpeAETCHUEY).

obpasua

Remarks :

The Product conforms to ND/
ITpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IloaroroBmiexo:

Checked by /
ITpoBepeHo:
Himesh Ku

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBonurens
—————J:P'mvan Kumar

Print Date /

Jara: 22.12.2021

Print Date /
Jara: 22.12.2021

Print Date /
Jara: 22.12.2021

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




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg el +91"_98T5() 56001027
IHpoaykr: Keropon™ Dkenpece (keToponak) TabiieTKH, ANCHIEprupyeMblc B no%"‘c’%vﬁdrﬁezﬂdlv '(l:worm

poay pon JKenp pojiak) prup| I
Batch No / : V2101939 Batch Quantity / : 252,000 KG
Cepus No O6bem cepun
Analytical Report No / : 040001469417-1 Date of Analysis / 1 29.11.2021
Apanntuuecknit oruer Ne 890001556825 JlaTa anajauza
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JaTta npou3BocTBA T'ogen mo
Analysis performed according ND / Ananus nposenen no HJI: JII1-004929-011119

Page3of 6/ Crp.3 u3 6

Results / PesyabTaTsl

Specification / Hopma

l};’ Test / [Toka3zaTennb

3 Identification
Butylhydroxyanisole /
MoanvnuoCcTL
OYTHATHAPOKCHAHM3OJT

Complies / CooTBeTcTBYET

Macca

4 Average weight / Cpennsis

69.4 mg / 69.4 mr

2-

The  retention  times  of
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 yaepxuBaHusg
MMKOB  2-OyTUITHAPOKCHAHM30NIA U
3-0yTMNrMaApOKCHaHU30J1a Ha
XpoMaTorpaMme UCTIBITYEMOI'O
pacTBopa [OOKHBl COOTBETCTBOBATH
BpeMeHaM YAEpKUBAHMS MUKOB
2-6yTHATHAPOKCHAIIH30JI1a H
3-0yTUArMAPOKCHAHH30]1a Ha
Xpomarorpamme pacTBOpa
CTaHJapPTHOTO obpasua
OyTUITHAPOKCHaHU30JIa (paznen
«CopnepxaHue

OYTUIrMAPOKCUAHU30JIAY).

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot167,2 Mr po 72,8 mr (70,0 Mr+4,0 %).

Uniformity of weight /
OaHopoaHOCTbL MacChl

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He OGomee + 10 %
2/20 Tabnerok — He 6onee + 20 %

Remarks : The Product conforms to ND/
[Tprimeuanue: IIpoaykT coorBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: IIpoeepeno: | Onobpeno: Menemxep / Pykosoautesns
Ankit /ﬁ ) Himesh Kk‘m_";tbr" — -"’“T) Pawan Kumar X/

Print Date / Print Date / Print Date / r

Jara: 22.12.2021 Jara: 22.12.2021 Jara: 22.12.2021

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



, ‘...0 Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr‘ Reddy s .. CERTIFICATE OIF ANALYSIS

Vill. Khol, Nalagarh Road, Baddi,

CEPTHOHKAT AHAJTU3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =~ '€/ ° +31 S D OO ————]
ITpoaykr: Keropon" Dkenpece (keToponak) TabNAETKH, ANCNEPIUPYEMBbIE B noAoei f}gﬁl.dlyﬁ'?worm
Batch No / : V2101939 Batch Quantity / : 252.000 KG
Cepus Ne - Obnem cepuu
Analytical Report No / : 040001469417-1 Date of Analysis / : 29.11.2021
AnaanTudeckuii oruer Ne 890001556825 JlaTa ananuza
Date of Manufacture / : Nov-2021 Date of Expiry / ¢ Oct-2023
JaTta npou3BoacTBa T'onen go
Analysis performed according ND / Anaju3 nposenen mo HJ/L: JII1-004929-011119
Page4of 6/ Crp. 4u3 6
1;.:) Test / IlokazaTens Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 27 sec / 00 MuH 27 cek Not more than 3 min / He 6onee 3 muu
Pacnapaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 103 % Not less than 75% (Q) of
. CisH13NO3*C4H 1 NO; (ketorolac
UnicZ, /a0 kG35% tromethamine) in 15 min / He MeHnee
Unit-3 / Ta6n-3 104% | 75% Q)  CisHisNO3*C4HiNOs
) (keToponlaka  TpOMeTaMMH)  Yepes
Unit-4 / Tabn-4 102% 15 MUK
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JAucnepcHoOCTD 710 um sieve is formed. / O6pa3zyercs
OIHOpPOOHAs CYCIIEH3Ms, TMPOXOIALIAs
CKBO3b CHUTO € Pa3MEPOM OTBEPCTHIA
710 MKM.
8 Related impurities / PoacreeHHble npumecu
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD Not more than 0.5 % / He 6onee 0,5 %
1-ruppoxcuanamor :0.0010)
KeTOpONaKa
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaJIOT KeToposiaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAS e
HEWJISHTU)UIUpOBaHHAs
NpHUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykt coorseTcTBYET TpeboBanusam HJ| 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToraeHo: IlposepeHo: Ono6peHo: Menemxkep / Pykosoaurens
Ankit ﬂ Himesh K}mj;’/f’:’ Pawan Kumar 0
Print Date / Print Date / Print Date /
Jata: 22.12.2021 Hara: 22.12.2021 Hara: 22.12.2021

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



Dr.Reddy’s "!‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTU®UKAT AHAJIM3A Distt. Solan, H.P,, 173 205, INDIA

Product : Ketorol Exp;e;s (kf%rz)lac) Orally Disintegrating Tablets T l_mg RS TR SEIGDOOD U2
www.drreddys.com

Ipoaykt: Keropon® Dkcnpecc (keToponak) TabneTkH, AUCTIEPrupyeMbie B MOIOCTH pm (RS

Batch No / : V2101939 Batch Quantity / : 252.000 KG

Cepnn Ne O0bem cepun

Analytical Report No / : 040001469417-1 Date of Analysis / : 29.11.2021

AHauTHUYEeCKHH oTueT No 890001556825 JaTa aHAJIH3A

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023

Jata npousBoacTsa Togen go

Analvsns performed according ND / Anann3 nposenen no HJI: JII1- 004929-011119

PageSof 6/ Crp.5m3 6

ITpumeuanue: [Iponykr coorsercTByeT TpeOoBanuam HJI

1}00 Test / IlokaszaTenan Results / PesynbTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii
9 Water / Boaa 2.0% Not more than 7.0% w/w /
He 6osiee 7,0 %
10 | Residual solvents by GC/ OcTaTouHble opraHudeckue pacTBOPUTEIH
Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
Uzonponanon He 6onee 350 Mkr B Tabnetke
11 Microbial enumeration tests / Mukpo6uo/iornueckasi 4ucToTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1iee uncio Meuee 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 / Obuiee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APOMKIKEBBIX U
TUTCCHEBBIX TpubOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCTBYET OtcyrctBue B 1 T
12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than
OaxopoaHoOCTh 15.0 / TlpuemouHoe 3HayeHue (AV) He
A03UPOBAHMA 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Zaxmouenne: ONOBPEHO

Jara: 22.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
HOIU‘OTOBJIeHO IIpoBepeHo: Ono6peHo: Menepkep / PykoBonurens
ﬂé P Himesh ‘_A,/— Pawan Kumar
-
Print Date / Print Date / Print Date /

Hara: 22.12.2021

Hara: 22.12.2021

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



Dr. Reddy's Laboratories Ltd.

Pe
) “. ) .
Formulation Unit-6
Dr. Reddy s '. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTUO®UKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

'Product : Ketorol E_xpress (ketorolac) Orally Disintegrating Tablets 10 mg TEi +31r::%3(;’ ;obnt’:m-uz
| § .

WW.
Ipoaykt: Keropon® Dkenpece (keroponak) Tabnerku, AUcneprupyembie B nONOCTH pTa,

Mr
Batch No / : V2101939 Batch Quantity / : 252.000 KG
Cepun Ne O6bem cepun - -
Analytical Report No / : 040001469417-1 Date of Analysis / : 29.11.2021
Anasurnyeckuii oryer No 890001556825 Jarta anann3a

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jara npou3soJcTBa TI'ogen no

Analysis performed according ND / Ananus nposegen no HJL: JI[1-004929-011119 e
Page 6 of 6/ Crp. 6 m3 6

i.g Test / Tloka3aTeanb Results / Pe3yanTaThl Specification / Hopma
13 | Assay/KoanuecrBeHHoe 10.0 mg/ 10.0 mMr From 90mg to 11.0mg of
onpejeneHue (99.7 %) CisH13NO3*C4H; (NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
ao 1 1,0 MI C|5H13NO3'C4H11NO3
(keroponaka tpoMeTtamuH) (oT 90,0 mo
110,0 % oT 3asABIEHHOTO KONUYECTBA) B
TabyeTke
14 | Butylhydroxyanisole 0.0930 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxanue 0.0930 mr B TabneTke He menee 0,042 Mr B TabneTke
OYTHIArMAPOKCHAHU30/1A
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister 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. / Tlo 10
information leaflet in a carton | Tabnertok B 6nuctepe us (ITA/AJI/TIS ¢
pack. / Ilo 10 TaGmerox B | Biaromorjorurenem/IIDBIT) donbru //
omucrepe w3 (ITA/AJI/IID ¢ | (I13/AJI) doneru. ITo 1 unu 2 6iuctepa
Bnaronorjorturenem/I[15BIT) ¢ MHCTpPYKLMEN [0 MNpPUMEHEHHWIO B
doneru // (I13/AJl) ponbru. [Io | mauky kapTOHHYIO.
2 6GnucTepa ¢ MHCTpYKuUMei 1o
NpHMEHEHUIO B navKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBeTcTBUu ¢ H]T
17 | Storage conditions/ Below 25 °C. / Ilpu Temniepatype He Bbiue 25 °C.
Xpanenue
18 | Shelf life / Cpox rogHocTH 2 years /2 ronia

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykt coorsercTBYET TpeboBanusam HJL 3akarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: IIpoBepeHo: OnobpeHo: Menemxep / PykoBoaurens
Ankit é’}. B Himesh %&/;?awan Kumar /?_L'

Print Date / Print Date / Print Date /

Jara: 22.12.2021 Hara: 22.12.2021 Jara: 22.12.2021

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



