Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
Hpoaykr: Keropon® Dxcnpecc (keToposak) TableTky, JUCIIEPTMPYEMBIE B NOJIOCTH pTa, 10 Mr
Batch No / : V2101416 Batch Quantity / : 252.000 KG
Cepus Ne O61em cepun
Analytical Report No / : 890001541839 Date of Analysis / : 29.09.2021
AHaIuTHYECKHH oTdeT Ne JlaTa aHanu3a
Date of Manufacture / : Aug-2021 Date of Expiry / ¢ Jul-2023
JaTa npousBoacTBa Tonen o
Analysis performed according ND / Anann3 nposegen mo HJI: JIT1-004929-011119

Pagelof 6/Crp.11u3 6

V®-cnekrpodoTomeTpus

1;.00 Test / ITokazaTens Results / Pe3ynbTaTbl 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. / Kpyrisle, Iutockue Kpyrisie, naockue Tabnetku ¢ dackoi,
Tabnetku ¢ GpackoH, CBEeTNO- CBETJIO-XKETITOr0 LBeTa C IpaBUPOBKOM
KEJITOTO LiBETa C IPaBUPOBKOH «» Ha OTHOM CTOpOHE.
«» Ha OZTHOI CTOPOHE.
2 Identification / IloanuHHOCTH
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). ./ V®-criekTphl
MOTJIOIIEHNS UCTIFITYEMOTO PACTBOpa U
pacTBopa  CTaHZapTHOro  obpasna
KETOpOJiaka TpOMETaMHHa  JIOJKHBI
HMETh MaKCUMYMBbI IIPH OTHOM U TOIM Xe
IUTHHE BOJIHBI (+ 2 HM).

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykT coorseTcTBYET TpeboBanusm HJL

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIposepeno: Onobpeno: Menemxkep / PykoBoauresnn
Pardeep Kumar — Himesh I%u_:r’,rzu;,\‘,/_" Kusum Lata \\e

Print Date / Print Date / Print Date /

Jara: 30.09.2021 Jlara: 30.09.2021 Jara: 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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CEPTUOHUKAT AHAJIM3A
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
HpoaykT: Keropon® Okenpecc (keTopoiak) TabIeTKH, AMCTIepripyeMble B MOJIOCTH pTa, 10 Mr
Batch No / : V2101416 Batch Quantity / : 252.000 KG
Cepun Ne Oo0beM cepun
Analytical Report No / : 890001541839 Date of Analysis / : 29.09.2021
AnauruyecKuii oTder Ne JlaTa anannsa
Date of Manufacture / : Aug-2021 Date of Expiry / s Jul-2023
JaTta mpousBoacTBa T'onen mo
Analysis performed according ND / Ananus nposegen nmo HJI: JII1-004929-011119
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No

Test / [Toka3zaTeb
Ne

Results / PesyabTaThl

Specification / Hopma

b) By HPLC / BDXX

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). / Bpemsa ynepXuBaHHUA
OCHOBHOTO IIMKa Ha XpoMaTorpamme
HCIEITYEMOTO0  PacTBOpa  JOJDKHO
COOTBETCTBOBATH BpEMEHHU
yIep)KUBaHUS OCHOBHOIO THKa Ha
XpOMaTorpamMme pacTBopa
CTaHOApTHOTO KeTopoJyiaka
TpoMeTaMuHa (paznen
«KONMMUeCTBEHHOE ONPEICIICHUE).

obpasna

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykr cooTBeTcTBYeT TpeboaHusM HJI

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Jara: 30.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
TloaroTosneHo: IIpoBepeHo: Onob6peno: Menemxkep / Pyxosoaurens
Pardeep Kumar <— Himesh Kcuin’ar)g_/_;- Kusum Lata -B(’gé 2

Print Date / Print Date / Print Date /
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Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
IIpoaykr: Keropon® Dkenpecc (keTtopoiniak) TabneTku, Aucneprapyemsle B OJI0CTH pra, 10 Mr
Batch No/ : V2101416 Batch Quantity / : 252.000 KG
Cepns Ne O6bem cepun

Analytical Report No / : 890001541839 Date of Analysis / : 29.09.2021
AHanuTHyeckHii oTyeT No Jdara anaanza

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
Jara npousBoacTBa T'onen no

Analysis performed according ND / Ananus nposeaen mo HJI: JITT-004929-011119

Page3 of 6/Crp.3u36

No

Test / [loka3arens
Ne

Results / PesynpTaThl

Specification / Hopma

Identification
Butylhydroxyanisole /
IlopnunuocTL

6y THITHAPOKCHAHN30JI

3

Complies / CooTBeTCTBYET

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). / BpeMmeHa ymepXuBaHuS
MUKOB  2-OyTUNTMAOPOKCHAHH3ONA M
3-6yTUNTrHOPOKCHaHU30T1a Ha
XpOoMaTorpaMme HCIIBITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBATH
BpeMeHaM yHAepXKUBaHUA TTHKOB
2-6yTHNTHAPOKCHAHM30JIa 51
3-6yTHATHPOKCHAHMA30IIa Ha
XpoMaTorpaMmme pacTBOpa
CTaHAaPTHOTO obpazua
6yTHIATHAPOKCHAHU30IA (pazmen
«CogepxaHue
OYTHITHAPOKCHAHH30IaY).

Average weight / Cpegnss
mMacca

69.3 mg/ 69.3 Mr

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

Uniformity of weight /
OAHOPOIHOCTEH MacChl

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 TabneTrok — He 6Gosee =10 %
2/20 tabnetox — He Gonee £ 20 %

Remarks : The Product conforms to ND/
[Tpumeyanue: [Iponykr cooTBeTcTBYET TpeboBanusamM HJT

Conclusion : APPROVED /
3axmoyenune: OJIOBPEHO

JHara: 30.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrororneno: IlporepeHo: Onobpeno: Menemxep / PykoBoauresns
Pardeep Kumar Himesh Ku’%“ Kusum Lata e s

c‘“\ﬂ ~ ’
Print Date / Print Date / Print Date /

Hara: 30.09.2021

JHara: 30.09.2021
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
[ Mpoxyxt: Keropon® Dkcnpecc (keToponak) TabneTky, AMCIeprupyeMBI€ B IIOIOCTH pTa, 10 Mr

Batch No / : V2101416 Batch Quantity / : 252.000 KG
Cepust Ne O6bem cepun

Analytical Report No / : 890001541839 Date of Analysis / : 29.09.2021
AHAJIHTHYECKHH oTyeT No JaTa ananuza

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
JaTa npoun3BoacTBa T'ogen oo

Analysis performed according ND / Anaaun3 nposegen no HJI: JITT-004929-011119
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1;.:) Test / Iloka3zaTenb Results / PesynbTaThl Specification / Hopma
5 Disintegration time / 00 min 27 sec / 00 muH 27 cex Not more than 3 min / He 6osiee 3 Mun
Pacnagaemoctsn
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 96 % Not less than 75% (Q) of
. Ci1sHisNO3*C4H; (NO» (ketorolac
Unit-2 / Tab1-2 100K% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 96 % 5% (Q)  CisHisNO3C4H;(NOs
. (keToponaka ~ TPOMETaMMH)  uepes
Unit-4 / Tabn-4 94 % 15 MuH
Unit-5 / Tabn-5 91 %
Unit-6 / Taba-6 96 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pa3syercs
ONHOpPOIHAs CYCIIEH3Hs, MpPOXOJAIas
CKBO3b CHUTO C pa3MEPOM OTBEPCTHiA
710 MKM.
8 Related impurities / PoacTBenHbIe npumecu
ketorolac 1-hydroxy analog / BDL(Disregard Area 919) Not more than 0.5 % / He 6omee 0,5 %
1-ruppoxcuasanor
KeTopoJiaka
ketorolac 1-keto analog/ 0.06% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaIor KeTopoaka
Any unidentified impurity / 0.02% Not more than 0.5 % / He 6onee 0,5 %
eAMHUYHAs
HEHEHTHQUUHPOBAHHAS
TIPUMECH

Remarks : The Product conforms to ND/

IIpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3axawuenune: OJJOBPEHO

Prepared by /
IToarorosieHo: p
Pardeep Kumar .| —

Checked by /
IIposep
Himesh Kumar

CHO:
\_,_,‘—‘l'/—/_\

P Kusum Lata

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBogureiis
B M /'-—

N

Print Date /
Jara: 30.09.2021

Print Date /
JHara: 30.09.2021

Print Date /
Jlara: 30.09.2021
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
Ipoaykr: Keropon® Dkenpece (keToposiak) TabieTkH, AUCHEPrupyeMbie B MONOCTH pra, 10 Mr
Batch No / : V2101416 Batch Quantity / : 252.000 KG
Cepns Ne Obnem cepHn

Analytical Report No / : 890001541839 Date of Analysis / : 29.09.2021
AHanuTHYecKHi oTueT No JlaTa ananau3sa

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
JlaTa npon3BoacTBa T'onen no

Analysis performed according ND / Anasn3 nposeaen mo HJI; JIT1-004929-011119

Page Sof 6/ Crp.5u3 6

l;.: Test / IlokazaTenn Results / PesyabTaTsl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMMa IpUMecei

9 Water / Boga 2.8 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHdYecKHue pacTBOPUTENIH

Isopropyl alcohol / 11 pg/Tab Not more than 350 pg/tab /
Hzonponaxon He 6onee 350 Mxr B TabneTke

11 | Microbial enumeration tests / MuKpoGHOI0rH4ecKas YuCTOTA

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1uee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3p0OHBEIX MHKPO-

OpraHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6mee Menee 10 KOE/r He 6onee 100 KOE/r

YHCIIO APONOKEBBIX U
IUTECHEBBIX MPHOOB

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCcTBYET OtcytcTBHE B 1 T
12 | Uniformity of dosage units / 5.8 Acceptance value (AV) not more than

OJHOPOAHOCTH 15.0 / TlpuemouHoe 3HaueHUe (AV) He
J03UPOBAHHMSA 6onee 15,0.

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

IMpumeuanue: IIpoaykT cootBeTcTBYET Tpebopanuam HJL Zaxmouenue: OJOBPEHO

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

INoxrorosneHo: ITporepeHo: Opobpeno: Menemxep / PykopoauTeinb

Pardeep Kumar | Himesh W*’Kusum Lata B(_&}é}(g{/

Print Date / Print Date / Print Date /

JHara: 30.09.2021 Hara: 30.09.2021 Jara: 30.09.2021
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CEPTHOUKAT AHAJIH3A Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
HpoaykT: Keropon® Dkenpece (keToponak) TabneTku, AUCEprupyemMble B NOI0CTH pTa, 10 Mr
Batch No / : V2101416 Batch Quantity / : 252.000 KG
Cepus Ne Ob6bem cepun

Analytical Report No / : 890001541839 Date of Analysis / : 29.09.2021
AHanuTnyeckuil oTuer Ne JaTa anaiusa

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
Jara npouzBoacTBa Togen no

Analysis performed according ND / Anauus nposeaen mo HJI: JIT1-004929-011119

Page 60of 6/ Crp. 63 6

i:) Test / Iloka3aTennb Results / Pe3yabraTsbt Specification / Hopma
13 Assay / KonnyecTBeHHOE 99 mg/9.9 mr From 90mg to 11.0mg of
onpefeieHHe (99.0 %) CisH13NO3+CsH 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
no 1 1,0 ML C15H13NO3'C4H1 1NO3
(xeToponaka tpomeramus) (ot 90,0 mo
110,0 % oT 3aABIEHHOr0 KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0871 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0871 mr B Tabnerke He menee 0,042 mr B Tabierke
6y THATHAPOKCHAHU30J1a
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 | Tabnerok B Gnucrepe uz (ITA/AJI/IID ¢
pack. / Ilo 10 Ttabnerox B | Buaronornorurenem/II2BI1) ¢oasru //
omuctepe w3 (ITA/AJITID ¢ | (II3/AJD) doneru. [To 1 wiu 2 Gnuctepa
Bnaronornorurenem/[15BI1) C MHCTpYKUMEH IO INpPHUMEHEHUIO B
donsru // (IID/AJ]) donbru. [lo | mayky KapTOHHYIO.
2 Onucrepa ¢ WHCTPYKIHMEN IO
NpHAMEHEHHIO B navyKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B coorsetcTBuu ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temniepatype He Bbimie 25 °C,
XpaHenue
18 | Shelf life / Cpok rognocrun 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /
ITpumeuanue: [Ipomykt cootBercTBYeT TpeboBanusm HJI 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IloarorosneHo: Cj IlpoBepeno: ___ | Onobpeno: Menemxep / PykoBoautens
Pardeep Kumar SEE— Himesh RM Kusum Lata
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