Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poayxrt: Ketopon® Dkcnpece (keToposak) TabIeTKH, ANCTIEPIrHPYEMbIC B

Tel: +91 98166 56001-02

HORSAHES L O T

Batch No / : V2200049 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001572215 Date of Analysis / : 12.02.2022
AHaJTHTHYeCKMIi 0T4yeT No Jara anainza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTta npon3BoacTBa I'ogen o

Analysis performed according ND / Ananus npoeeaen no HJI: JIT1-004929-011119

Page1 of 6/Cr1p. 1136

V®-cniekTpodoToMeTpus

No . .
No Test / IlokasaTeb Results / Pe3yabTaThl 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. / Kpyrnete, niockue Kpyrisie, miockue TabiaeTku ¢ $packoii,
TabneTku ¢ Gackoi, CBETIO- CBETIO-XKEJATOrO LBETA C IPaBUPOBKOMN
JKEJITOrO [BETA C TPaBUPOBKOH «l» Ha OIHO¥ CTOpOHE.
«l» Ha OIHOI# CTOpPOHE.
2 Identification / IloannHHOCTL
Ketorolac / Kemoponax
a) ByuUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexrtpsl
MOIJIOIIEHMS HCIBITYEMOTO PacTBOpa U
pacTBopa  CTaHHApTHOro  obpasua
KETOpOJaka TPOMETaMHHA  JOJUKHEI
HMMETh MAaKCUMYMBI ITPH OJHOMN M TOM Xe
IUIMHE BOJIHBI (£ 2 HM).

Ipumeuanue: [IpoayKT cooTs

Remarks : The Product conforms to ND/

erctByeT Tpeboanusm HJI

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by /
I[ToaroToBNEHO: @” ]CQ%L'

Ramakant L M

Checked by /

IIpoBepeno:
Himesh @Tﬁg_s_/——;:’

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosouTesns

i
[ —
Pavan Kumar Sharma (| ———

\_—
o

Print Date /
Hara: 12.02.2022

Print Date /
Jara: 12.02.2022

-

Print Dale /
Jara: 12.02.2022

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




Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

CEPTUPHUKAT AHAJIU3A

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg el : +91 98166 56001-02
Ipoayxr: Ketopon® Jkcnpece (keToponak) TableTky, AMCNeprupyeMbie B %‘ﬁw&ﬁmsi@'ﬁr
Batch No / : V2200049 Batch Quantity / : 252.000 KG
Cepus Ne OdBeM cepun

Analytical Report No / : 890001572215 Date of Analysis / : 12.02.2022
AHaTUTHYECKHH oT9eT Ne JlaTa anamm3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTta npoM3BoAcTBa Toxen go

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

Page20f6/Crp.2u3 6

No

Ne Test / [Toka3aTejb

Results / PesyabTaThl

Specification / Hopma

b) ByHPLC/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). / BpeMmsa ydepkuBaHUS
OCHOBHOIO IHKa Ha XpoMaTorpamme
UCMIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHHU
yOep)KHUBaHHA OCHOBHOTO IMKa Ha
XpoMaTorpamme pactBopa
CTaHAapTHOTO KeTopoJaka
TpoMeTaMuHa (pazznen
«KonuuecTBeHHOE ONpeIeNeHUEY).

obpasua

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBercTBYeT Tpeboanusm HJ{

Conclusion : APPROVED /
Saxnuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroeneHo: IIposepeHo: Onobpeno: Menemxep / Pyiﬁonomﬁenb
Ramakant Himesh EEEQ’/_\:JPavan Kumar Sharma j/]/f:’/
Print Date / Print Date / Print Date / -

Hata: 12.02.2022 Hara: 12.02.2022 Hara: 12.02.2022

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: LB5195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
) *@ . )
Dl’. Redd S ‘. Formulation Unit-6
y ’ CERTIFICATE OF ANALYSIS Khol, Nalagarh Road, Baddi,
CEPTUOUKAT AHAJIM3A ity Solan, H.P,, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Hpoayxr: Ketopon® Dkcnpece (keroposak) TabneTKH, AUCTIEPrUPYEMBIE B ORI S 1O Rr
Batch No / : V2200049 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun
Analytical Report No / : 890001572215 Date of Analysis / : 12.02.2022
AHAJINTHYIECKHUI oTIeT No Jara apann3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npoH3BOACTBA T'open no
Analysis performed according ND / Auaau3 nposeaen mo HJI: JII1-004929-011119
Page3 of 6/Crp. 313 6
1;.00 Test / IlokasaTtenb Results / PesyasTaTsl Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanunHOCTL butylhydroxyanisole peaks on the
OYTHJITHAPOKCHAHH30J1 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 ylepxXuBaHUA
NUKOB  2-OyTHITHAPOKCUAHHM3O0NA U

3-0yTIWIrHAPOKCHAHH30a Ha
Xpomarorpamme UCTILITYEMOTO
pacTBOopa [IOJDKHbBI COOTBETCTBOBATH
BpeMeHaM yIepKUBAHUA MTHKOB
2-6yTUITHOPOKCHAHU301a u
3-6yTUNTHAPOKCHaHN30TIa Ha
XpOMaTorpamme pactBopa
CTaHJApTHOTO obpasua
Oy THITHAPOKCHAHU30]1a (paznen
«ConepxaHue
GyTHUIITHIPOKCHAHU301a).

4 Average weight / Cpennsis 70.2 mg/70.2 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr g0 72,8 mr (70,0 mr £ 4,0 %).
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaQHOpOAHOCTH Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gomee * 10 %
2/20 TabneTok — He Honee += 20 %

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

ITpumeuanue: IIpoaykt cooreTcTBYeT TpeboBanuam HJT 3akmoyenne: OJOBPEHO

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

IToarorosieHo: g’ l U_{_ﬂ- [IporepeHo: Opobpeno: Menemkep / Pykosoaurens

Ramakant ‘C‘l/t/ Himcsl&_@@agé_—f“) Pavan Kumar Sharma < i’ — =
/

Print Date / Print Date / Print Date /

Hara: 12.02.2022 Hata: 12.02.2022 Hara: 12.02.2022

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



Dr.Reddy’s €5¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTUOUKAT AHAJTU3A Distt. Solan, H.P,, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg el - +91 38166 -6UU1-U2
Ipoayxt: Ketopon® Dkcnpece (keToponax) TabiaeTkH, AUCTIEPrUpyeMbIe B r\f‘(’)mt)"cqqfepdldav,slté"ﬁr
Batch No / : V2200049 Batch Quantity / : 252.000 KG
Cepus Ne Oonem cepuu
Analytical Report No / : 890001572215 Date of Analysis / : 12.02.2022
AHasuTH4YecKHi oTdeT Ne Jara anannza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTta npousBoacTea I'ogen no
Analysis performed according ND / Auanns nposesen no HJI: JII1-004929-011119

Page4 0of 6/ C1p. 4m3 6

1;.:) Test / Iloka3arennb Results / Pe3yabTaTh! Specification / Hopma
5 Disintegration time / 00 min 23 sec / 00 muH 23 cek Not more than 3 min / He 6o1ee 3 Mun
Pacnanaemoctb
6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 104% Not less than 75% (Q) of
. CisHisNO3+CsH|1NO3 (ketorolac
Unit-2 / Ta01-2 102% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6bn-3 104% 75 % Q CisH13NO3+C4H1NO;
) . (keToposiaka  TPOMETaMUH)  Hepe3
Unit-4 / Tabn-4 102% 15 MuH
Unit-5 / Ta6n-5 99%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
HduncnepcHocTh 710 pm sieve is formed. / O6pasyercs
OJHOPOAHAs CYCIIEH3UA, IPOXOAALIAs
CKBO3b CHMTO C pa3MepoM OTBEpCTHi
710 MKM.
8 Related impurities / PoncTBeHHbI¢ MTpUMeCH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6omnee 0,5 %
1-ruapokcuaHanor
KeTopoJaKa
ketorolac 1-keto analog/ 0 05% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaNOr KETOpONaKa
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eAVHUYHAS 0.04%
HEeUAEHTU(PUIIMPOBAHHAS
MpHUMeCh

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT cooTseTcTBYET TpeboBaHuaM HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

IToaroromneHo: @Cﬁ/ IIpoepeHno: g Onobpeno: Menemxep / Py ILOBOHHIE:[U?_

Ramakant Himesh W " | Pavan Kumar Sharma %
—

Print Date / Print Date / Print Date /

JHara:; 12.02.2022 Jarta: 12.02.2022 Jlara: 12.02.2022

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




Dr.Reddy’s Q‘:°

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHUO®UKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ¢ - +91 98166 56001-02
Hpoaykr: Keropon® Dxcnpecc (keToponak) TabneTky, AUCIEprupyeMble B H%W&IC%H epdl%Ysl??ﬂr
Batch No / : V2200049 Batch Quantity / : 252.000 KG
Cepus Ne Qo0Bem cepuu
Analytical Report No / : 890001572215 - Date of Analysis / : 12.02.2022
AnanuTH4ecKknii oTuer Ne Jarta amanunza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npoM3BOACTBA Togen oo
Analysis performed according ND / Ananus nposexen mo HJI: JII1-004929-011119

PageSof 6/ Crp. Susz 6

1;.00 Test / [TokazaTenn Results / Pe3yabTaTh! Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6osee 1,0 %
CymMmma mpuMmecei

9 Water / Boaa 2.2% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4HbBIC OpraHUYecKHe pACTBOPUTENIH

Isopropyl alcohol /
H3zonponanon

4 ng/Tab

Not more than 350 pg/tab /
He 6onee 350 Mxkr B TabieTke

11 | Microbial enumeration tests / Mukpo6uosioruueckasi Y4crora

Count / Ob1ee yucno
a3pOOHBIX MHKPO-
OpraHH3MOB

a) Total Aerobic Microbial

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 60mnee 1000 KOE/r

b) Total Combined Yeast

YHCJIO APOMIKEBBIX U
IIIECHEBBIX l"pI/I6OB

and moulds count / O61uee

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OtcyrcTBHEB 1 T
12 | Uniformity of dosage units / 6.2 Acceptance value (AV) not more than
OaHOpPOAHOCTDL 15.0 / llpuemouHoe 3HaueHue (AV) He
NO3UPOBAHNSA 6onee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanune: IIponykr coorBeTcTBYET TpeboBaumsam HJ{

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
TlogrorosieHo: Q ; pL

Checked by /

IIpoBepeHo:
Himesh%

Approved by: Manager/Executive /
Ono6peHo: Menemxep / fjf}'[\‘OBO,E{HTeI[[:

~Pavan Kumar Sharma %’,”//"

Ramakant <N f‘,uﬂ/
Print Date /

Jara: 12.02.2022

Print Date /
Hara: 12.02.2022

Print Date /
Hara: 12.02.2022

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: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Q‘:°

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddj,
CEPTUDPUKAT AHAJIA3A Distt. Sofan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ! : +91 98166 56001-02
TIpoaykr: Ketopon™ Dkcripecc (keToponak) Tabnetky, mucrneprupyembie B ISCH IR 19 0r
Batch No / : V2200049 Batch Quantity / : 252.000 KG
Cepus Ne Oo0bem cepun
Analytical Report No / : 890001572215 Date of Analysis / : 12.02.2022
AnamuTHyecknii oTyer Ne HaTta anannza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jarta npon3BoacTBa I'ogen no
Analysis performed according ND / Ananns nposeaen no HJI: JII1-004929-011119

Page 6 of 6/ CTp. 6 M3 6

1}00 Test / [Ioka3aTenb Results / Pe3yanTaThl Specification / Hopma
13 Assay / KoninuecTBeHHOE 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpeneJieHHe (98.9 %) Ci15sH13NO3+C4H; 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 MT C15H13NO3°C4H11NO3
(ketoponaka TpomeramuH) (ot 90,0 no
110,0 % oT 3a4BIE€HHOTO KOJIMYECTRBA) B
TabneTke
14 | Butylhydroxyanisole 0.0955 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0955 mr B TabneTke He Menee 0,042 Mr B Tabietke
6y THNTHAPOKCHAHU30/1a
15 | Package / YnakoBka 10 tablets in a blister of | 10 tabletsin ablister 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 | Ttabnerokx B 6mucrepe u3 (ITA/AJI/IIS ¢
pack. / Tlo 10 Tabnerok B | Bnaromorjoturenem/I1OBII) donbru //
6mucrepe u3  ([TA/AJV/IID ¢ | (IID/AJ) donsru. Ilo 1 win 2 Giuctepa
Baronoraotutenem/[15BI) C HHCTPYKUMEH II0 INPUMEHEHHIO B
donbru // (IIS/AJ) ¢onsru. Tlo | mavyky KapTOHHYIO.
2 6muctepa ¢ MHCTpYKIMeH no
NPUMEHEHHUIO B naqKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBercTBuu ¢ HJ{
17 | Storage conditions / Below 25 °C. / Ilpu Temmiepatype He Boiine 25 °C.
XpaHeHue
18 | Shelf life / Cpok rognocrtu 2 years / 2 rona

Remarks : The Product conforms to ND/
Ipumeyanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HJ{

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

JHara: 12.02.2022

Prepared by / ) Checked by / Approved by: Manager/Executive /
IoarororneHo: g ITpoBepeHo: Opnobpeno: Menemxep / l}i\'ﬂ(oaqgug;ems
Ramakant V Himesh gﬂgy.é’———’:—_"?avan Kumar Sharma (L ———

- /*‘_./
Print Date / Print Date / Print Date /

Jara: 12.02.2022

Jara: 12.02.2022

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: L85195AP1984PLCO04507
www.drreddys.com



