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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddji,

CEPTHOUKAT AHAJIM3A

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

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

an

Hpoaykr: Ketopon

el 791 98106 56001-0Z
WWW, \'irreddyslbo&wr

Okenpecc (ketoponak) TableTKH, TMCNEprupyeMble B NOJ0CTH PTa,

Batch No / : V2101937 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepau

Analytical Report No / : 040001468871-1 Date of Analysis / 1 24.11.2021
Ananurudecknii oryer No 890001556372 JlaTa anaau3a

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npousBoacTBa T'omen no

Analysis performed according ND / Ananu3 nposegen mo HJI: JII1-004929-011119

Pagelof 6/Ctp. 1 u3 6

0 h )
NNo Test / HokazaTenb Results / PesynbTaTsl 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, nnockue Kpyrnsie, nnockue TabieTku ¢ Gackoii,
TabneTku ¢ ¢ackoii, ceTIIo- CBETJIO-XKEITOrO 1[BETa C IPaBUPOBKOH
XEJITOrO [[BETa C TPaBUPOBKOMA «l» Ha OIHOM CTOpPOHE.
«l» Ha OIHOI CTOpOHE.
2 Identification / HoanuHuHocTh
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

V®-cnektpodoTomeTpus

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-crektpbl
MOrJIOUIEHMS UCIILITYEMOTO PacTBOpa M
pacTBopa  CTaHEapTHOro  obpasna
KETOpojiaka TPOMETAMHHA  JIOJKHBI
HMETh MaKCHMYMBbI PU OLHOM U TOM ke
IUIMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
Ilpumeuanue: IIponykr cooTtBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: IIpoeepeno: Ono6peHo: Menemkep / Prﬁncoaom-weﬂb
Ankit &( Himesh K — Pavan Kumar Sharma V
Print Date / Print Date / Print Date /

Jata: 24.11.2021

Jata: 24.11.2021

Jara: 24.11.2021

Registered Office: 8-2-337, Road Ne. 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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Ipoaykr: Ketopon

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

fel T +91 981bb SbUUL-UZ
rreddysIbo

Okcnpecc (KeToposak) TabieTKu, JUCNEPTUpyEMbIE B neASETH pT

Batch No / : V2101937 Batch Quantity / : 252.000 KG
Cepust Ne Oo6bem cepun

Analytical Report No / : 040001468871-1 Date of Analysis / : 24.11.2021
Anaaurnuyeckuii oruyet Ne 890001556372 JlaTa anajmsa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa npon3BoacTBa TI'open no

Analysis performed according ND / Anann3 nposeaen mo HJI: JII1-004929-011119

Page2 of 6/ Crp. 243 6

No
Ne

Test / [Toka3zareanb

Results / PesyabTaTnl

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). / Bpema ynepxkuBaHus
OCHOBHOIO THMKa Ha XpOMarorpamme
HCIILITYEMOTO ~ pacTBopa  HAOJDKHO
COOTBETCTBOBATh BpEMeHH
yIep)KUBaHHS OCHOBHOrO IMKa Ha
XpoMaTtorpamme pactBopa
CTaHIapTHOTO KETOpOJIaka
TpoMeTaMHHa (pa3gen
«KONMieCTBEHHOE ONPEAETICHUEN).

obpasua

Remarks :

The Product conforms to ND/
IMpumeuanue: [poaykT cooTBeTcTBYeT TpeboBaHHIM HL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: IIpogepeHo: | Onobpeno: Menemiep / kaosonnrenb
Ankit / Himesh W Pavan Kumar Sharma | ——
Print Date / Print Date / Print Date /

Hara: 24.11.2021 Jara: 24.11.2021 Hara: 24.11.2021

Registered Office: 8-2-337, Road Mo. 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

CEPTUPHKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg P s & &
Ipoaykt: Keropon” Dkcnpecc (ketoponak) TabieTku, AMCNeprupyemsle B n%’#c%gﬁrf)qusl'f)omr
Batch No / : V2101937 Batch Quantity / : 252.000 KG
Cepus Ne O6Bem cepun
Analytical Report No / : 040001468871-1 Date of Analysis / : 24.11.2021
Apanntudyeckuii oryer Ne 890001556372 Jdara anannsa
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa mpon3soacTBa T'onen mo
Analysis performed according ND / Ananus nposeaen no HJI: JII1-004929-011119

Page 3 of 6/ Crp. 3 m3 6

No

o Test / [Toka3aTte/b

Results / PesynasTaTsl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IoaMHHOCTHL

6yTl/lJ'll"H11p0KCHaHl/l30J'l

Complies / CooTBeTCTBYET

The  retention  times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of the test solution
should correspond by the rétention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMeHa yHAEpXWUBaHUA
MMHKOB  2-OyTHNTHAPOKCHAHU30Ma U
3-0yTHITHAPOKCHAHU30]1a Ha
XpoMaTorpaMmme UCTIBITYEMOTO
pacTeopa JOJDKHBI COQTBETCTBOBAThb
BpeMeHaM yIAEpKUBaHUA MHKOB
2-6yTUITHAPOKCUAHU30IIA "
3-6yTWIrMPOKCHAHH30J1A Ha
XpoMaTorpaMme pacTBopa
CTaHAAPTHOTO obpasia
OYTUITMAPOKCHAHU301a (pa3nmen
«Cognepxanue
OYTHITHAPOKCHAHU30Ia).

Average weight / Cpeausis
Macca

69.6 mg / 69.6 Mmr

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 /
OaHOPOOHOCTH MACChI

Complies / CooTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Ttabnerok — He 6Gomee + 10 %
2/20 Tabnerok — He 6oiee £ 20 %

Conclusion : APPROVED /
Zaxmouenue: OTIOBEPEHO

Remarks : The Product conforms to ND/
IMpumeuanue: [IponykT coorBeTcTBYET TpeboBaHusM HJT

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieHo: IIpoeepeHo: Ono6peno: Menemxkep / PykosoanTens
Ankit & Himesh ——3 Pavan Kumar Sharma K'L -

—
Print Date / Print Date / Print Date / -
Jara: 24.11.2021 Hara: 24.11.2021 Jara: 24.11.2021

Registered Office: 8-2-337, Road MNo. 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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg I Fa SO oD IRbBETEa
w® www.drreddys.com

' IpoaykTr: Ketopon" Dxcnpecc (keToponak) TabieTKu, AMCIEPrUpyeMbIC B OIOCTH pTa,SIf) Mr

Batch No / : V2101937 Batch Quantity / : 252.000 KG

Cepust Ne Ob6bem cepun

Analytical Report No / : 040001468871-1 Date of Analysis / : 24.11.2021

AHanuTHYeCKHi oTyeT No 890001556372 JlaTa ananusa

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

JaTa npou3BOACTBA Tonen o

Analysis performed according ND / Anann3 nposeaen no HJI: JII1-004929-011119

Page4of 6/ Crp. 413 6

i.oo Test / ITokasaTennb Results / PesyabTaTsl Specification / Hopma
5 Disintegration time / 00 min 25 sec / 00 muH 25 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemoctnb
6 Dissolution / PacTBopeHnue Unit-1/ Ta6a-1 99 % Not less than 75% (Q) of
. Ci15H3NO3¢C4H | NO; (ketorolac
Unit-2 / Ta6-2 101 % tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% 5% (Q  CisHisNO3*CsH11NO3
. . (kxeToponlaka  TpPOMETaMMH)  4epe3
Unit-4 / Tabn-4 98 % 15 MuH :
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 102 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHoCTh 710 pm sieve is formed. / Obpasyercsa
OIIHOpO/IHAs CYCHEH3Ms, NPOXOAAIIAs
CKBO3b CHTO C pasMepoM OTBEPCTHI
710 MKM.
8 Related impurities / PoacTBennble npumMecu
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuanaror
KeTOopoJaKa
ketorolac 1-keto analog/ 0.02% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaIOT KETOpONIaKa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAA
HEeUICHTHULIUPOBaHHAS
pUMeECh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIpoaykT coorBeTcTBYeT Tpebopanusm HJI 3akarouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INogrorosneHo: IIpoBepeno: Opnobpeno: Menepkep / PykoBoauTens
Ankit N Himesh W:‘Pavan Kumar Sharma | . _——
Z/A/ g t'/,//’/
Print Date / Print Date / Print Date /
Hara: 24.11.2021 Jara: 24.11.2021 Hara: 24.11.2021

Registered Office: 8-2-337, Road Mo. 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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg SIS R e
p v : Y aiE www.drreddys. com

Hpoaykr: Keropon" Dkerpecc (keToponak) TabieTKH, AMCTICPrupyeMble B I10JI0CTH pTd, 16Nr

Batch No / : V2101937 Batch Quantity / : 252.000 KG

Cepun Ne O06beM cepun

Analytical Report No / : 040001468871-1 Date of Analysis / 1 24.11.2021

AHAJIUTHYECKHH 0TueT No 890001556372 JlaTa aHanM3a

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

JaTa npousBoicTaa T'oxen no

Analysis performed according ND / Ananns nposesen no HJL: JII1-004929-011119

Page 50f 6/ Crp. Su3z 6

No

No Test / [lokasaTeJb Results / PesyasTatsl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma ripumeceit

9 Water / Boaa 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTouyHble Oprauieckue pacTBOPUTENH

Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
H3onponaHon He 6onee 350 Mxr B Tabnerke

11 | Microbial enumeration tests / MukpoOuosiorayeckasi HHCTOTA

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
Count / O61uee yucno Mesnee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKpPO-

OpraHM3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obiuee Meuee 10 KOE/r He Gonee 100 KOE/r

YKCJIO OPOACKEBBIX U
TUTECHEBBIX IpUOOB

c) Escherichia Coli Absent / Shell be absent in 1 gram /
. OTCYTCTBYET OrcytctBHE B 1 T
12 | Uniformity of dosage units / 5.4 Acceptance value (AV) not more than
OOHOPOAHOCTD 15.0 / [IpuemouHoe 3HaueHHe (AV) He
J03UPOBAHHUS 6oiee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: [IpoayKT coOTBETCTBYET TpeOOBAHHAM HJT 3akmouenne: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBieHo: IIpoBepeHo: P Opno6peno: Menemxep / PyroBoauTtens
Ankit ﬁ{ Himesh IW Pavan Kumar Sharma (i"'},:v-m- —
Print Date / Print Date / Print Date /
Jara: 24.11.2021 Jlara: 24.11.2021 Jlara: 24.11.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,

CEPTUO®UKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxykt: Keropon® Dkcnpece (keToponak) TabieTkH, AMCIEPrHPYEMBbIE B ﬁ%‘ff&’cq‘ﬂ%zslc(?mr

Tel : +91 98166 56001-0Z

Batch No / : V2101937 Batch Quantity / : 252.000 KG
Cepusa Ne Ob6bem cepun

Analytical Report No / : 040001468871-1 Date of Analysis / 1 24.11.2021
AHanuTHYecKni oTyer Ne 890001556372 Jlara ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npousBocTBA Togen xo

Analysis performed according ND / Ananns nposegen mo HJI: JII1-004929-011119

Page 6 of 6 / C1p. 6 u3 6

l;.f Test / IlokasaTesnb Results / PesyabsTath! Specification / Hopma
13 Assay / KoimuecTBeHHOE 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpejeneHue (100.6 %) C15H3NO3°C4H 1 NOs (ketorolac
tromethamine) (from 90.0to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 mr C1sH;3NO3*C4H;;NOs
(xetoposaka TpoMeTamus) (ot 90,0 no
110,0 % oT 3asBIEHHOT'0 KOJHYECTBRA) B
TabneTke
14 | Butylhydroxyanisole 0.0978 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0978 mr B TabneTke He menee 0,042 mr B TabneTke
OYTHATUAPOKCHAHM30/1A
15 | Package/ YnmakoBka 10 tablets in a blister of | 10 tablets in a 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 | Tabnerok B Giuctepe us (INA/AJI/IID ¢
pack. / Ilo 10 Ttabnerox B | Bnaronornmorutenem/[I9BI1) donbru //
omucrepe w3 (IA/AJVIID ¢ | (XID/AJI) donbru. o 1 unu 2 6nucrepa
Braronornotutenem/[13BII) C HUHCTpYKLMEH II0 IPUMEHEHMIO B
doneru // (II3/AJT) doneru. Ilo | mavky KaAPTOHHYIO.
2 6nucTepa ¢ MHCTPYKLMEH IO
HpUMEHEHHUIO B TayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootrserctBun ¢ HJJ,
17 | Storage conditions / Below 25 °C. / IIpu Temneparype He Boime 25 °C.
Xpanenne
18 Shelf life / Cpok roanocTu 2 years / 2 rona

Remarks : The Product conforms to ND/

[Tpumeyanue: [IpoaykT cooTBETCTBYET Tpebopanuam HJJ

Conclusion : APPROVED /
Saxarouenne: OJJOBPEHO

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

[MToaroToeneno; [TporepeHo: — Opnobpeno: Menemxep / P}l’KQB{),ﬂHT(‘.‘Hb

Ankit 1K Himesh — | Pavan Kumar Sharma _- ——
L f/—--“'

Print Date / Print Date / Print Date / o

Jata: 24.11.2021 Hara: 24.11.2021 Jara: 24.11.2021
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