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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

CEPTHOUKAT AHAJIM3A
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
Hpoaykr: Keropon” Sxenpece (ketoponak) TabneTkH, AHCHEPrupyembie B I0I0CTH pTa, 10 mMr
Batch No / : V2101295 Batch Quantity / : 252.000 KG
Cepust Ne O0bem cepun
Analytical Report No / : 890001542181 Date of Analysis / : 29.09.2021
ABanaTHYecKUi oT4eT Ne Jara anaimsa
Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
JlaTa mpou3BOACTBA ToaeH ao
Analysis performed according ND / Ananu3 nposejien o HJI: JIT1-004929-011119

Page1 of 6/C1p. 1 u3 6

V®-criexTpohoTOMETpHUS

N . .
.N:) Test / [lokazaTesb Results / PesynsTaTh! 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. / Kpyrnele, mnockue Kpyruble, IIockue TabneTku ¢ Gackoi,
TabneTku ¢ dackoi, cBeTIO- CBETJI0-XKEITOro LBeTa ¢ TPaBUPOBKOH
HKEJITOTO IBETA C TPABUPOBKOA «» Ha oIHOMU CTOPOHE.
«l» Ha OfIHOIt CTOpPOHE.
2 Identification / IloaIMHHOCTL
Ketorolac / Kemoponak
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®-cnexTphl
TIOTJIOLICHHS HCIBITYEMOTO pacTBopa H
pacTBopa  cTaHgapTHoro  ofpasua
KeTopoNiaka TPOMETAMUMA  JOJDKHBI
HMMETh MAKCHUMYMBI [IpY OJHOM M TOM Xe
JUTHHE BOJIHEI (& 2 HM).

Remarks : The Product conforms to ND/

IMpumedanue: IpoaykT cooTBercTeyer Tpebopanusm HJI

Conclusion : APPROVED /
3axmodenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroTosneHo: y IIpoBepeHo: Opnobpeno: Menejuiep / Pykosonuresp
Pardeep Kumar L-__—L-l-———f- Himesh K(m_nﬂ’/’D Kusum Lata “XNar

Print Date / Print Date / Print Date /

Jara: 30.09.2021 Jara: 30.09.2021 JaTa; 30.09.2021

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

CEPTHOUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
M poayxr: Keropon™ Dkcenpecc (keToponak) TabNeTKH, ANCIEprupyeMble B IIOJIOCTH pTa, 10 Mr

Batch No / : V2101295 Batch Quantity / : 252.000 KG
Cepus Ne O061em cepu

Analytical Report No / : 890001542181 Date of Analysis / : 29.09.2021
AHanaTHYeckuii oTuer Ne Jlara ananusa

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
JaTa npou3BOACTBA T'ogen o

Analysis performed according ND / Anajnus npoBeieH no HJI: JII1-004929-011119
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No

Test / Iloka3zaTens
Ne

Results / Pe3ynbTaThl

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). / Bpems yaepxuBaHus
OCHOBHOTO IHKA Ha XpOMaTOrpaMme
HCTIBITYEMOrO ~ PacTBopa  HOJDKHO
COOTBETCTBOBATh BpeMeHHU
yIEpXUBaHMA OCHOBHOTO IIMKAa Ha
XpOMaToTrpaMme pacTBopa
CTaHAapTHOTO KeTopoJaka
TpOMETaMHHa (pasnen
«KonuuecTBEHHOE ONPEIEIeHUEN).

obpasia

Remarks : The Product conforms to ND/
Ipumeyanue: IIpoayKT COOTBETCTBYET tpeboBanusim HJJ

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Jara: 30.09.2021

Jara: 30.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosnexo: IIposepeno: Ono6peno: Menemkep / Pykogonurens
Pardeep Kumar _ 3‘{#___ Himeshgﬁ/a{_l/? Kusum Lata b 3

Print Date / Print Date / Print Date /

Jlara: 30.09.2021

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoxyxr: Keropon” Skenpece (keToposnak) TaGeTKH, MCNEPrupyeMbIe B NOJIOCTH PTa, 10 mMr
Batch No / : V2101295 Batch Quantity / : 252.000 KG
Cepns Ne O0Bem cepun

Analytical Report No / : 890001542181 Date of Analysis / : 29.09.2021
AHaJTUTHYECKHI oTyeT Ne JlaTa anajau3a

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
JlaTa npoH3BOACTBA Toaen no

Analysis performed according ND / Ananus nposenen no HJL: JII1-004929-011119
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No
Ne
3

Test / [Iokasarennb Specification / Hopma

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). / BpemeHa yHnepXHUBaHHs]
IMMKOB  2-OyTHITHMAPOKCHAHM30JIA U
3-6y THIrHAPOKCHAHU30JIA Ha
XpOMaTOrpamMMe HCIIBITYEMOTO
pacTBopa JOJDKHEI COOTBETCTBOBAThH
BpeMeHaM yIep>KUBaHus [UKOB
2-6yTIIrUAPOKCHAHHU3011a u
3-6yTHITHOPOKCHAHU30]1a Ha
XpOMAaTOTpaMMe pacTBoOpa
CTaHIapTHOTO obpasua
OYTHITrHAPOKCHAHU30J1a (pasnmen
«ConepxaHue
6yTUITHAPOKCHAHU30MIa)).

Results / PesynbpTaThl

Identification 2-
Butylhydroxyanisole /
MMopauHHOCTL

6yTPlJ'll‘H[lp0KClrlaHl/l30Jl

Complies / CooTBETCTBYET

Average weight / Cpeaunsst
Macca

69.9 mg / 69.9 Mmr

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

Uniformity of weight /
OIHOPOAHOCTBL MacChl

Complies / COOTBETCTBYET

18/20 tablets - not more than =+ 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Gomee + 10 %
2/20 TabneTok — He 6onee = 20 %

Conclusion : APPROVED /
Baxmoyenne: OJOBPEHO
Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens
Kusum Lata s Lo

Remarks : The Product conforms to ND/

[pumeuanue: [Ipoaykt coorsercTeyer Tpebopanusm HJI
Prepared by / Checked by /
IToaroroBmeHo: ITpoBepeHo:

Pardeep Kumar ﬁL Himesh Kuamﬂl_x_/_g }{}éc:
Print Date / Print Date /

Jata: 30.09.2021 Hara: 30.09.2021

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

Print Date /
Jara: 30.09.2021
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CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddj,

CEPTHO®HKAT AHAJIA3A Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
IMpoaykr: Keropon” Dxenpecc (keToponak) TabneTkH, IMCTIEPrUPYEMbIE B ITOJOCTH pTa, 10 Mr
Batch No / : V2101295 Batch Quantity / : 252.000 KG
Cepns Ne O0bem cepHH

Analytical Report No / : 890001542181 Date of Analysis / : 29.09.2021
ApaJaTHYeCKHil 0TyeT Ne Jara aHaa43a

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
JlaTa npon3BoAcTBA Tonen oo

Analysis performed according ND / Anasu3 nposejen no HJI: JIT1-004929-011119
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No

No Test / [lokazaTens Results / PesyjibTaTh! Specification / Hopma
5 Disintegration time / 00 min 23 sec / 00 MuH 23 cek Not more than 3 min / He 6onee 3 Mun
PacnagpaemocTth
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 91 % Not less than 75% (Q) of
. C15H;3NO3C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 MG %o tromethamine) in 15 min / He meHee
Unit-3 / Tabn-3 100% | 75% (Q  CisHisNO3*CeH11NOs
. . (keToponaka ~ TPOMETaMHH)  4Yepes
Unit-4 / Ta6n-4 100 % G
Unit-5 / Tabn-5 95 %
Unit-6 / Ta6n-6 99 %
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucrnepcHOCTh 710 pm sieve is formed. / O6pasyercs
ONHOpONHAs CYCNEeH3Hd, MPOXOIsIas
CKBO3b CHTO € pa3sMepoM OTBEPCTHH
710 MKM.
8 Related impurities / PopcTeennnie npuMec
ketorolac 1-hydroxy analog / BDL(Disregard Area 919) Not more than 0.5 % / He 6onee 0,5 %
1-runpoKcHaHanor
KeTOpOIaKa
ketorolac 1-keto analog/ 0.06% Not more than 0.5 % / He 6oxee 0,5 %
1-keToaHANOr KETOpOJIaKa
Any unidentified impurity / 0.02% Not more than 0.5 % / He 6onee 0,5 %
eMMHUIHAsA
HeHIeHTH(HUIUPOBaHHAL
NpUMECh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Npumeuanue: [IponykT cooTseTcTBYeT Tpebosanuam HJL 3akaoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: 5 [IpoeepeHo: Onobpeno: Menemwiep / Pykosogurens
Pardeep Kumar Qt,,/ Himesh @EL&?”—’; Kusum Lata »52%4/ _
Print Date / Print Date / Print Date /
Jara: 30.09.2021 JHara: 30.09.2021 Jara: 30.09.2021
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www.drreddys.com
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CEPTADNKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
Hponyxt: Keropon® Dxenpecc (keToposak) TabaeTky, AMCTieprupyembie B MojocTH pra, 10 mr
Batch No / : V2101295 Batch Quantity / : 252.000 KG
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Analytical Report No / : 890001542181 Date of Analysis / : 29.09.2021
AHanuTuyecKuii oTyet No JlaTa anam3a

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
JlaTa npou3BoACTBA T'ogen go

Analysis performed according ND / Anann3 nposegen mo HJI: JIIT1-004929-011119
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1;.:’ Test / ITokazaTenb Results / PesynbTaTh! Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMMa npumecen

9 Water / Bona 24% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4HbI€ OpranuyecKkue pacTBoOpuTe/In

Isopropyl alcohol / 7 png/Tab Not more than 350 pg/tab /
HzomnponaHon He 6onee 350 MKT B TabyieTke

11 | Microbial enumeration tests / MukpoGHOJOrHYeCKas YHCTOTA

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1iee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pO6HBIX 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 JPOACGKEBBIX U
TUIECHEBBIX TPHGOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCcyTCTBYET OtcytctBHe B 1 T
12 Uniformity of dosage units / 5.2 Acceptance value (AV) not more than

OaHopoAHOCTB 15.0 / Ilpuemounoe 3HaueHue (AV) He
HO3MpPOBAHHSA 6oiee 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IMpumeyanue: ITpoaykr cooTseTcTBYET TpeboBanuam H/J 3akarouenune: OJOBPEHO

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

IToarororneHo: IIpoBepeHo: = Onobpeno: MEHE:,_I,)KGP /\Pyrosoaurens

Pardeep Kumar — \[( = Himesh LW Kusum Lata l‘(\é‘l

Print Date / Print Date / Print Date /
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
Tponykr: Keropon™ Dkcnpece (keToposrak) TabIeTKH, JHCIIEPrHPYEMBIC B MOJIOCTH PTa, 10 Mr
Batch No / : V2101295 Batch Quantity / : 252.000 KG
Cepus Ne OoneM cepun

Analytical Report No / :+ 890001542181 Date of Analysis / : 29.09.2021
Ananuruuyecknii oruer Ne Jara apaynsa

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
JlaTra mpoH3BOJACTBA I'open oo

Analysis performed according ND / Anann3 nposeaen mo HJI: JIT-004929-011119
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No

No Test / Iloka3aTesb Results / Pe3yabTaThl Specification / Hopma
13 | Assay/KonnuecTtBeHHOE 99 mg/9.9mr From 90mg to 11.0mg of
onpejesieHHe (98.8 %) CisH1sNO3*C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
oo 1 1,0 Mr C15H13NO3°C4H11NO3
(keToponaka tpomeramuH) (ot 90,0 no
110,0 % OT 3asBJIEHHOr0O KONUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0877 mg/tab / Not less than 0.042 mg/tab /
content / Conepxande 0.0877 Mr B TabyeTKe He menee 0,042 mr B TabneTke
6y THJIrHAPOKCHAHM30J1a
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin 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 | Tabmerox B Giuctepe u3 (ITA/AJUIIS ¢
pack. / Tlo 10 Tabnerox B | Bmaromornoturenem/IIIBII) doneru //
gmucrepe w3 ([IA/AJI/IID ¢ | (TII3/AJT) donsru. Tlo 1 wmm 2 omucrepa
pnaronornorurenem/TIDBII) C HHCTpYKUMEH [10 NPHMEHEHHIO B
doneru // ([13/AJ]) doneru. Ilo | mauky KapTOHHYIO.
2 6mucTepa ¢ WHCTPYKLMEW 10
TPHEMEHEHUIO B na4Ky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B coorsercTBuu ¢ HJI
17 | Storage conditions / Below 25 °C. / [Tpu Temneparype He BbIie 25 °C.
XpauneHue
18 | Shelflife / Cpok roaHocTH 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Tpogyxt cooteercTBYeT Tpebopanusam HJ 3axmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosnieHo: ITpoBepeHO: Ono6peno: Menemxep / Pykogomurenb
Pardeep Kumar QL—’ Himesh i Kusum Lata 5{;\%}’5/

Print Date / Print Date / Print Date /

Hara: 30.09.2021 JHara: 30.09.2021 Hara: 30.09.2021

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



