Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon®™ Skenpece (keroponak) TabneTky, AMCHEprupyemMbie B IONOCTH pra, 10 mr

Batch No / : V2101087 Batch Quantity / : 252.000 KG
Cepnst Ne Oobem cepun

Analytical Report No / : 890001530357 Date of Analysis / 2 25.06.2021
AHaauTHvecKkMil oTueT Ne Jara ananuza

Datoc of Manufacturc / < Jun-2021 Daie ol Explry / ¢ May-2023
Jata npousBoacrea T'onen no

Analysis performed according ND / Ananns nposenen mo HJ: JIT1-004929-011119

Pagelof 6/Crp.1u36

1;.00 Test / Ilokaszarenn Results / PesyabTaTel Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyriisle, Iwiockue
TAONETKY € hACKOH, creTIN-
JKONITOrO IBOTA O FPABHPOBKOL
«l» 110 ox1I0if CTOpOHC.

with "[" debossed on one side. /
Kpyrmwie, mnockue tabneTku ¢ $packoid,
CBETJIO-XEATOr0 IBeTA C I'PABHPODKOL
«l% Ha O[HOK LIUPUHE,

2 ldentification / loanuunocrn

Ketorolac / Kemepoaar

a) Byuv/
VY®-cniexrpodoTomMeTpus

Complies / CootsercTBYeET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2nm). / Y®-cnektpsl
HOTTIOMIEHUS HCTIBITYEMOro pacTROpa
pactBopa  cTaHmapTHoro  ofpasua
KETOpONaKka TPOMETAMHMHA  IOJAKHEI
HMETh MaKCUMYMBI IPU OTHOM ¥ TOH ke
JUIMHE BOJIHSBI (£ 2 HM).

Remarks : The Product conforms to ND/
I[Ipumeuanue: [Tpoxykr cootsercTBYeT TpeGopanusam HJJ

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Jlara: 25.06.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IlpoBepeno: Ono6peno: Menemkep / PykoBogurens
Pardeep Kumar Qi‘ Himesh W Pawan Kumar g

Print Date / Print Date / Print Date /

Hara: 25.06.2021

Jlara: 25.06.2021

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
CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkenpecc (ketoponak) TabneTky, JHCIEPrupyembie B ONOCTH pra, 10 Mr
Batch No / : V2101087 Batch Quantity / : 252.000 KG
Cepns Ne Oo0bem cepun
Analytical Report No / : 890001530357 Date of Analysis / : 25.06.2021
AHanuTHYecKnii oTyer Ne HJarta anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JaTa npousBoacTsa TI'ogen no
Analysis performed according ND / Anannz nposegen mo HJI: JITT-004929-011119

Page2 of 6/ C1p. 2 u3 6

No

Test / IToka3zaTean
No

Results / PezyabTaTsl

Specification / Hopma

b) By HPLC / BDXX

Complies / CoorBeTcTBYET

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). / Rpems  ynepxwranud
OCHOBHOIO THKAa Ha XpOMaTorpamme
HCILITYeMOrO  pacTBOpa  JOJDKHO
CUUIBEILIBUBATh RPEMEHU
YAEPXKUBAHUA QCHOBHOTO TIHKA HA
XpoMaTorpamme pacTBopa
CTaHIapTHOro obpasua KeTopoiaka
TpPOMEeTaMHHa (paznen

«KoNHYecTBCHHOC OTIpCaeneH e ).

Remarks : The Product conforms to ND/
I[Tpumeyanue: IIponykT cootBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3aknwuenne: OJIOGPEHO

Prepared by /
Iloarororneno:
Pardeep Kumar

.

-

Checked by /

IIporepeHo:
Himeshé*_rmﬁﬁ-é—""_.’ P

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonurens

awan Kumar E

Print Date /
Hara: 25.06.2021

Print Date /
Hara: 25.06.2021

Print Date / !
Hara: 25.06.2021

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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Dr. Reddy S ‘.‘ CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

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

ITpoayxr: Keropon®™ Dkenpece (ketoponak) Tabnerki, JHMCNepPrupyemMble B OJNOCTH pTa, 10 Mr
Batch No / : V2101087 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001530357 Date of Analysis / 1 25.06.2021
AHanuTHYecknii oTger Ne Jara ananusa

Date of Manufacture / : Jun-2021 ' Date of Expiry / : May-2023
Jara npousBoacrea T'ogen no

Analysis performed according ND / Ananus nposeaen mo HI: JIT1-004929-011119

Page3 of 6 /Ctp.3 u3 6

No
No
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisolc and 3-
IHoanuuHOCTE butylhydroxyanisole peaks on the
OYTHIrMAPOKCHAHM30.T chromatogram of the test solution
should correspond by the retention times
to 2 Lutylhydroxyunisole and  3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydronyunisole conlenl"
section). / BpemeHa ymepKHUBaHHA
NMUKOB  2-OyTWIrHIPOKCHAHU30NA H
3-6yTUNTHAPOKCUAHU30T1a Ha
ApoMaru pamme HCLLITYEMOTO
pacTBOpa AOIDKHBEI  COOTBETCTBOBATH
BUYMEHAM yaepacHpantsn NHKOB
2-0yTUNTHAPOKCHAHHU30]Ia u
3-0yTUNTHAPOKCHAHU307a Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOTO obpasia
OYTUNTHAPOKCUAHU30IA (pazaen
«Cogepxanue
OyTHITHAPOKCHAHU30IaY).

Test / Ilokasarenn Results / Pe3ysibTaThl Specification / Hopma

4 Average weight / Cpegnsia 68.5mg / 68.5 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
Macca O167,2 Mr 510 72,8 Mr (70,0 Mmr+ 4,0 %).

Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OnHopoaHOCTEL Macehl 2/20 tablets - not more than = 20 % /
18/20 Ttabneroxk — me 6Gomee = 10 %
2/20 Tabneroxk — He Gomee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanwe: [Tponykr cooTBercTBYeT TpeGOBaHUAM HJI 3aximouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IHoarorosieno: . IlpoBepeno: Onobpeno: Menemkep / PykoBoaurens
Pardeep Kumar Ci~ I.{hnesW Pawan Kumar :i )
Print Date / Print Date / Print Date /
Jara: 25.06.2021 Hara: 25.06.2021 Hara: 25.06.2021
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.direddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon® Dxkcnpece (ketoponak) TabneTky, JMCIEPrupyemMble B ONOCTH pTa, 10 Mr
Batch No / : V2101087 Batch Quantity / : 252.000 KG
Cepus Ne Oobem cepun
Analytical Report No / : 890001530357 Date of Analysis / : 25.06.2021
AHanuTHyecknit oruer Ne JlaTa ananusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jara npounsBojacTea T'onen xo
Analysis performed according ND / Ananus nposenen mo HJI: JII1-004929-011119
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i{? Test / IlokazaTenan Results / PezynbraTni Specification / Hopma
5 Disintegration time / 00 min 30 sec / 00 Mun 30 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemocth
0 Dissalufion / Pacrropanme TTnit 1/ Tafin 1 N1 %, Mot Teey than  75% () of
. Crsl3NO4sCal 1 | NO3 (keturulac
Unit-2 / Tabn-2 22 % tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 95 % 5% Q) CisHisNO3CsHiiNOs
. . (keToponaka  TpomeTaMuH)  uepex
Unit-4 / Tabn-4 107 % 15 Muu
Unit-5 / Tabn-5 98 %
Unit-6 / Ta6n-6 98 %
7 Fineness of Dispersion/ Complies / CooTBeTCTRYET A uniform suspension passing through a
JucnepcHocTb 710 pm sieve is formed. / O6pasyercs
OIHOPOJHAS CYCIHEH3US, NpPOXOaslias
CKBO3b CHTO C DPa3sMEpoOM OTBEpCTHiA
710 MKM.
8 Related impurities / PoacTreHHble npuMecu
ketorolac 1-hydroxy analog / BDL (Disregard Area 965) Not more than 0.5 % / He Gonee 0,5 %
1-rugpokcuaHanor
KEToponaka
ketorolac 1-keto analog/ 0.08% Not more than 0.5 % / He Gonee 0,5 %
1-xeToaHanor keTopoyaka
Any unidentified impurity / 0.04% Not more than 0.5 % / He Gonee 0,5 %
eIUHIYIHAS
HEUAECHTUDHULUPOBAHHAS
TIPUMECH

Remarks : The Product conforms to ND/
Ipumeuanne: IlponykTt cooTBeTCTBYET TpeGoBanuaM HJI

Conclusion : APPROVED /
Sakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: IIposepeno: Onobpeno: Menemxkep / Pykosoautens
Pardeep Kumar C“t' HimeshW Pawan Kumar /%2‘7

Print Date / Print Date / Print Date /

Hara: 25.06.2021 Hara: 25.06.2021 Jara: 25.06.2021

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 AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkenpecc (keToponak) TabieTkH, UCTIEPrUpyeMble B TIOJIOCTH pTa, 10 Mr
Batch No / : V2101087 Batch Quantity / : 252.000 KG
Cepusa Ne O0Bem cepun
Analytical Report No / : 890001530357 Date of Analysis / : 25.06.2021
AHaauTHYecKHit oTyeT No JaTta ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jdarta mpousBsoacTea T'onen no
Analysis performed according ND / Ananu3 nposenen mo HJI: JIT1-004929-011119

Page Sof 6/ Crp.5u3 6

i.oo Test / TlokazaTenn Results / PesynbTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit
9 Water / Bona 1.9% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Reaidnal aolvents hy GC/ QeraTonmnic apransuecicue pacTRopuTe i
Isopropyl alcohol / 10 pg/Tab Not more than 350 pg/tab /
Hovnpunaiua ITu Gunou 350 muer i ruGnuIRY
11 Microbial enumeration tests / MukpoGuosiorudcekasi YHcroTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1uee 4ucio Menee 10 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 / Obwee Menee 10 KOE/r He 6onee 100 KOE/r
YHCJIO JPOXKEBBIX H
TUIECHEBBIX TPHOOB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyTcTBYyeTB 1 T OrcyrctBUe B 1 T
12 Uniformity of dosage units / 13.6 Acceptance value (AV) not more than
OpHopoaHoCcTh 15.0 / Tlpuemounoe 3HaueHue (AV) He
J03UPOBAHHUSA Gonee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: Ilponykr cooTBercTBYeT TpeOoBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: ITposepeno: Opno6peno: Menemxkep / Pykosoaurelib
Pardeep Kumar __ [ HimesW Pawan Kumar !)

Print Date / Print Date / Print Date /

Jara: 25.06.2021 JHara: 25.06.2021 Jata: 25.06.2021

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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Dr. Reddy ) ‘.‘ CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3IA

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

Ipoaykr: Ketopon® Dkcnpecc (keToponak) TableTKH, AMCIEPTHPYEMbIE B MOJ0CTH pTa, 10 Mr
Batch No / : V2101087 Batch Quantity / : 252.000 KG
Cepns Ne Oo6bem cepun

Analytical Report No / : 890001530357 Date of Analysis / : 25.06.2021
AHauTHYecKHH oTHeT Ne JlaTa anasinsa

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jarta npon3sBoacTea T'onen xo

Analysis performed according ND / Ananu3 nposenen no HJI: JIT1-004929-011119

Page 6 of 6/ Ctp. 6 u3 6

1;.00 Test / IlokasaTenb Results / Pe3yasTaThl Specification / Hopma
13 | Assay/KoauvyecTBeHHOE 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpeaejieHHe (99.5 %) Ci5Hi3NO3C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 mr C15H13NO3‘C4H1 1NO3
(xeroponaxa tpomeramuH) (oT 90,0 mo
110,0 % OT 3asBNIEHHOTO KOJIMYECTBA) B
TabseTKe
14 Butylhydroxyamsole U.UY11 mg/tab / Not Icss than U.U42 mg/tab /
content / Coaepxanue 0.0911 mr B TabneTke He menee 0,042 mr B TaGneTke
OYTHATHAPOKCHANHIONA
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with
(PA/AT/PTE with | desiccant/TTNPT) foil // (PT/AT) foil 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foll. 2 blisters with patlent | leaflet In a carton pack. / Ilo 10
information leaflet in a carton | Tabnetok B Gnuctepe u3 (ITA/AJI/IID ¢
pack. / Ilo 10 Tabnerox B | Bmaromornmoturenem/I1OBII) doneru //
6nucrepe u3 (ITA/AI/IID ¢ | (II5/AJ]) ¢ponsru. ITo 1 unm 2 6aucrepa
Brnaronornorurenem/I[12BIT) C MHCTPYKLHMEH I0 TNpPUMEHEHHUIO B
doneru // (IT3/AJT) donbru. Ilo | mayky KapTOHHYIO.
2 Gnuctepa ¢ HHCTpYKLHMEH MO
[PHUMEHEHUIO B MayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B coorsetctBuu ¢ H]I
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bolie 25 °C.
XpaHeHue
18 | Shelf life / Cpok roaHocTu 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpogykT cooTBeTcTBYET TpeboBanmsam HJI 3akmouenne: OJJOSPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroToBaeHo: IIpoeepeno: - Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar ei’/ Himesh K&ggﬁ&..)—’/’) Pawan Kumar ' g )

Print Date / Print Date / Print Date /

Jlara: 25.06.2021 JHara: 25.06.2021 Jlara: 25.06.2021

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



