Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Dxcrpece (keToponak) TabieTkH, JUCIeprupyeMble B I0JI0CTH pTa, 10 Mr
Batch No / : V2101263 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepnn
Analytical Report No / :+ 890001536681 Date of Analysis / : 26.07.2021
AHaluTHdecKHii oruer No JlaTa anaauza
Date of Manufacture / ¢ July-2021 Date of Expiry / : Jun-2023
JlaTa npon3BOACTBA Togen no
Analysis performed according ND / Anaiu3 nposegen no HJI: JI[1-004929-011119

Page1of6/Crp. 1u3 6

YV ®-cnextpodhoTOMETPUA

0 : .
1;.0 Test / IlokasaTean Results / PesynbTaThl 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. / Kpyrnsle, Iockue Kpyrnsle, miockue TabiaeTky ¢ Gpackoi,
TabneTkH ¢ dackoii, cReTIIOo- CBETNO-KENTOr0 LBeTa C IPaBUPOBKOMH
HKEJITOTO 1IB€Ta C IPABUPOBKOK «l» Ha OJIHOI CTOpOHE.
«l» Ha OFHOM CTOpOHE.
2 Identification / IlopninHHoCTS
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®-crekTpsl
MOIJIOIIEHHS MCIBITYEMOrO PacTBOpa U
pacTBopa  cTaHjgapTHoro  ofpasla
KETOpONIaka TPOMETaMHMHA  [IOJDKHBI
HMMETh MAKCUMYMbI ITPU OJHOM U TOM XKe
IUTHHE BONHEI (£ 2 HM).

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoayKT cooTBeTCTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBeHo: . [IpoeepeHo: OpobpeHo: Menemkep / Pykosoaureinb
Pardeep Kumar Qﬁ” Himesh Kumar ~pManoj Kumar

Print Date / Print Date / Print Date /

Jara: 26.07.2021 JlaTa: 26.07.2021 Jlara: 26.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.dmreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon” Dkenpece (keTtoponak) TabneTKy, AUCHeprupyembie B MojocTu pra, 10 mr
Batch No / : V2101263 Batch Quantity / : 252.000 KG
Cepus Ne O0Bem cepu
Analytical Report No / : 890001536681 Date of Analysis / : 26.07.2021
AHaJIMTHYECKHH oTUeT Ne JaTa ananu3a
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa npoH3BOACTBA TI'onen o
Analysis performed according ND / Ananus nposeaen no H/L: JII1-004929-011119
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No

No Results / PesynbTaThl Specification / Hopma

Test / [TokazaTesnb

b) By HPLC / BOXX

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). / DBpems  yHaepXUBaHUS
OCHOBHOIO THKa Ha XpoMaTorpamme
HCMBITYEMOTO ~ PacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEeMeHHU
yHEpXKMBaHUS OCHOBHOTO [HMKa Ha
XpoMaTorpamMme pacTBopa
CTaHAapTHOTO KeTopoJaka
TpOMeTaMuHa (paznen
«KoNMuecTBEHHOE ONPEETIEHHED).

Complies / CooTBETCTBYET

obpasua

Conclusion : APPROVED /
Zaxmwouenue: OJJOBPEHO
Approved by: Manager/Executive /

Remarks : The Product conforms to ND/
Mpumeuanne: [Tponykr cootseTcTByeT Tpebosaniam H/I

IToaroToBJICHO:

Prepared by / Checked by /

Pardeep Kumar

ITposepeHo: /__pOnoGpeHo: Meuemkep,/ Pykosonurens
HimeshM Manoj Kumar | ! '&{J

Print Date /
Jara: 26.07.2021

Print Date /

Print Date /

Jara: 26.07.2021

Jara: 26.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, 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

CEPTHOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Okcnpece (keToposiak) TabneTKH, AMCTIEPrHpyeMble B NOJIOCTH pTa, 10 mr
Batch No / : V2101263 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepHi
Analytical Report No / : 890001536681 Date of Analysis / : 26.07.2021
AHanuTH4ecKHH oTyeT Ne Hata anannsa .
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JaTa npou3BOACTBA T'ogen oo
Analysis performed according ND / Ananus nposegen mo HJI; JI[1-004929-011119
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1;.00 Test / Iloka3zaresn Results / PesyabTaThl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopnanHHOCTH butylhydroxyanisole peaks on the
Oy THIATHAPOKCHAHU301 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 ynepXXMBaHUA
MUKOB  2-OyTUNTUAPOKCHAHM30JIA M
3-0yTHIrHApPOKCHAaHW30Ia Ha
XpOMaTorpamMme HCIIBITYEMOTO
pacTBOpa HOJKHBI  COOTBETCTBOBAThH
BpeMeHaM yHnepXUBaHHUA IIUKOB
2-0yTUNTHAPOKCHAHA30a u
3-6yTUNrUApOKCUaHU30Ia Ha
XpoMaTorpamMmMe pacTBopa
CTaHJApTHOTO obpasua
OYTUITMAPOKCHAHKU301a (pazmen
«Conepxanue

OyTHITHAPOKCHAHU3OMA).

4 Average weight / Cpenusis
macca

69.8 mg / 69.8 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr 10 72,8 mMr (70,0 Mr + 4,0 %).

Uniformity of weight /
OoHOpOAHOCTH Macehl

Complies / COOTBETCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnetok — He 6onee + 10 %
2/20 Tabnerok — He Gonee + 20 %

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Remarks : The Product conforms to ND/
[Ipumeuanue: [poaykr coorBercTBYeT Tpebopanuam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: [porepeHo: Onobpeno: Menemkep / Pykopoautesns
Pardeep Kumar = HimeshW Manoj Kumar Mu " ‘{

Lt S
Print Date / Print Date / Print Date /
Jara: 26.07.2021 Jara: 26.07.2021 Jara: 26.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon" Dxenpece (keToponak) TablIeTKH, AMCTIEPrUPyEMBIC B MIOJIOCTH PTa, 10 mr
Batch No / : V2101263 Batch Quantity / : 252.000 KG
Cepusn Ne O0BbeM cepun
Analytical Report No / : 890001536681 Date of Analysis / : 26.07.2021
AHaauTH4ecknii oTyer Ne JlaTa ananusa
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa npod3BOACTBA T'omen no
Analysis performed according ND / Anajnu3 npose/ieH 0o H/I: JIT1-004929-011119

Page4 of 6/ C1p. 413 6
by Test / ITokasarenb Results / PesynbraTh! Specification / Hopma
Ne
5 Disintegration time / 00 min 39 sec / 00 muH 39 cex Not more than 3 min / He 6onee 3 Mun
PacnagaemocTb
6 Dissolution / PacTBopeHnue Unit-1/ Ta6a-1 105 % Not less than 75% (Q) of
. C1sH13NO3+C4H | 1NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 9% | 75% (Q  CisHisNOyCH1NOs
) . (keToponaka  TPOMETaMMH)  Yepes
Unit-4 / Tabn-4 104 % 15 MuH
Unit-5 / Tabn-5 105 %
Unit-6 / Tabn-6 103 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTD 710 pm sieve is formed. / O6pasyercs
OJHOpOIHAs CYCIEH3Ms, NPOXoIsiias
CKBO3b CHMTO C pPa3MepoM OTBEPCTUi
710 MKM.
8 Related impurities / PoncTBeHHbIE NPUMECH

ketorolac 1-hydroxy analog / Not Detected

1 -TUApOKCHaHanor
KeTOpoJiaKa

ketorolac 1-keto analog/
1-xeToaHAOr KeTOpOJIaKa

0.07%

Any unidentified impurity /
e IUHIYHAs
HenuneHTHOUIYPOBaHHaA
ApHUMECh

0.03%

Not more than 0.5 % / He 6osee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6omnee 0,5 %

Remarks : The Product conforms to ND/
IMpumeyanue: [1poyKT COOTBETCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by /
[ToaroToBneHo:
Pardeep Kumar

Checked by /
IIposepeHo:

Hlmeshw—g/__ﬂ Manoj Kumar - LLL/

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykosoanTenb

Print Date /
Jata: 26.07.2021

Print Date /
Nara: 26.07.2021

Print Date /
Jlara: 26.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Jkcmpecc (keToposak) TabNeTKH, AUCTIEPrUPYEMBbIE B TIOJIOCTH PTa, 10 mr
Batch No / : V2101263 Batch Quantity / : 252.000 KG
Cepusi Ne O06beM cepHHu
Analytical Report No / :+ 890001536681 Date of Analysis / : 26.07.2021
AHaNUTHYECKH# oTueT Ne JlaTra ananuza
Date of Manufacture / s July-2021 Date of Expiry / : Jun-2023
JlaTa npou3BoACTBA T'onen no
Analysis performed aceording ND / Anann3 nposegen no HJI: JI1-004929-011119
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1;.? Test / [TokazaTeanb Results / PesynpraThl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6oxee 1,0 %
Cymma npumecen
9 Water / Boaa 3.0% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcraTo4Hble OpraHn4YecKHe pacTBOPUTEIH
Isopropyl alcohol / 12 pg/Tab Not more than 350 pg/tab /
Hzonponanon He 6osee 350 Mxr B TabneTke
11 | Microbial enumeration tests / Mukpo6uo/Iornyeckas 4YMcToTa
a) Total Aerobic Microbial 15 CFU/g/ Not more than 1000 CFU/g /
Count / Obmee 4dcio 15 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1iee Menee 10 KOE/r He 6onee 100 KOE/r
YHCJIO IPONOKEBBIX H
TUIECHEBBIX IPUOOB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrctBYeTB 1 T OtcytctBHEB 1 T
12 Uniformity of dosage units / 31 Acceptance value (AV) not more than
OaHOpOAHOCTDH 15.0 / [lpueMounoe 3HaueHue (AV) He
J03UpOBaHUSA 6onee 15,0.

Remarks : The Product conforms to

ND/

[Ipumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
Zaxmodenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeieHo: [TposepeHo: OnobpeHo: Menemkep / Pykosoautens
Pardeep Kumar Qf,,._— Himesh W Manoj Kumar M

Print Date / Print Date / Print Date /

Hara: 26.07.2021 Hara: 26.07.2021 Jara: 26.07.2021
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CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A

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

Ipoayxr: Keropon™ Dkenpece (ketoponak) Tabnerky, AHCHEPrupyeMbI€ B I0JIOCTH pTa, 10 Mr
Batch No / : V2101263 Batch Quantity / : 252.000 KG
Cepusa Ne O6beM cepun

Analytical Report No / : 890001536681 Date of Analysis / : 26.07.2021
AHanuTHyecknii oTuyer Ne JlaTa anaiusa

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa npon3BOACTBA TI'oaen ao

Analysis performed according ND / Anasiu3 nposesen no H/L: JII1-004929-011119

Page 6 of 6 / C1p. 6 M3 6

1}? Test / [TokazaTean Results / Pe3yabpTaThbl Specification / Hopma
13 | Assay/KonuuecTBeHHOE 9.9mg/9.9 mr From 90mg to 11.0mg of
onpejejieHHE (99.1 %) C15H;3NO3C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
h: (o) 11,0 mr  CisHi3NO3+C4H 1NO;
(xetoponaka TpometamuH) (0T 90,0 mo
110,0 % OT 3asBIEHHOTO KOJIU4ECTBa) B
Tabnerke
14 | Butylhydroxyanisole 0.1001 mg/tab / Not less than 0.042 mg/tab /
content / Copgep:kaHue 0.1001 mr B TabneTke He menee 0,042 mr B TabneTke
Gy THArHAPOKCHAHM30/1a
15 | Package / ¥YnakoBka 10 tablets in a blister of | 10 tabletsinablister 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 Gmucrepe u3 (ITA/AJI/IIO ¢
pack. / Tlo 10 Tabnerox B | Braromornorutenem/IIOBIT) gonbru /
6nucrepe m3  (ITA/AJVIID ¢ | (II3/AJD) donsru. Io 1 wim 2 6uctepa
praronoriaotutenaem/I13BIT) C UHCTpYKIMEH MO INPUMEHEHHIO B
doneru // (II3/AJ]) doneru. [lo | mayxky KapTOHHYIO.
2 OnucTepa ¢ MHCTPYKLHMEH MO
MPUMEHEHHIO B navkKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootsetctBuu ¢ H]L
17 | Storage conditions/ Below 25 °C. / Ilpu TeMneparype He Beiie 25 °C.
XpaHeHue
18 Shelf life / Cpok roanocTu 2 years /2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBatuam HJT Zaxmouenue; OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosneno: [Iposepeno: Onobpeno: Menemxep / PykosoauTenb
Pardeep Kumar @L;’ HimesW Manoj Kumar 5 "

Print Date / Print Date / Print Date /

Hara: 26.07.2021 Hara: 26.07.2021 Hara: 26.07.2021
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