. . ®
? ®
Dr.Red dy S q p. CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIA3A

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Iponykr: Ketopon™ Dkcnpece (keToposiak) TabneTky, AMCNeprupyemble B nono¥HYFEEd dysEom
Batch No / 1 V2101702 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun

Analytical Report No / : 890001551922 Date of Analysis / : 23.10.2021
ApamuTHyecknii oTyer Ne JlaTa anananza

Date of Manufacture / 1 Sep-2021 Date of Expiry / 1 Aug-2023

JaTa npousBoacTrea Togen no

Analysis performed according ND / Anasu3 nposegen mo HJL: JI[1-004929-011119

Pagel of 6/Ctp. 1 u3 6

1;.? Test / [TokazaTenb Results / PesyabTaTtsl 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. / Kpyrneie, mnockue Kpyrnsie, niuockue TabneTku ¢ hackoi,
TabneTku ¢ dpackoii, cBeTIIO- CBETJIO-XKEITOr0 LiBeTa C IpaBUPOBKOM
KEJNTOTO LIBETA C TPABUPOBKOMH «l» Ha OJTHOM CTOpOHE.
«l» Ha oiHOH CTOpOHE.
2 Identification / IloaTMHHOCTH
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and

Y®-cnextpodoromMeTpus

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-criekTpbl
MOTJIOLIEHHS MCIBITYEMOTO PacTBOpa 1
pacTBopa  cTaHHapTHOro  obpasua
KeToponaka TpPOMETaMHHAa  JOJIXKHBI
HMETh MaKCUMYMBbI MPU OXHOW U TOH Xe
JUTUHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

ITpumeuanue: ITpoaykr cootBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: IIpoBepeHo: Onobpeno: Menemwiep / PykoBoauresnb
Pardeep Kumar Qt/ Anil Kumar _{X(“\/ Amit Kumar o

Print Date / Print Date / Print Date /

Hara: 23.10.2021 Hara: 23.10.2021 Jara: 23.10.2021

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



Dr. Reddy's Laboratories Ltd.

Qe
g °@® Formulation Unit-6
Dr.Red dy S ‘_o CERTIFICATE OF ANALYSIS Vill Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHAJIN3A Distt. Solan, H.P, 173 205, INDIA
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel: +91 98166 56001-02
Mpoayxr: Keropon" Dkenpece (ketoponak) Tabnerku, qucnepriapyembie B nonoliHpaarerlyicom
Batch No / : V2101702 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun
Analytical Report No / : 890001551922 Date of Analysis / : 23.10.2021
AHATHTHYECKHH oTYeT Ne Jara ananusa
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
Harta npouszBoacTea Tonen go
Analysis performed according ND / Ananus nposeaen mo HJI: JII1-004929-011119

Page2 of 6/ Crp. 2 n3 6

No
No

Test / [Toka3aTenn

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). / Bpems ynepXuBaHus
OCHOBHOIO IIMKa Ha XpoMaTorpamme
HCIILITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATD BpEMeHH
YIEp)KUBaHHS OCHOBHOTO MHMKa Ha
XpoMaTorpamme pacTBopa
cTaHAapTHOro obpasla KeTopoJjaka
TpOMETaMMHa (paznen
«KoniecTBeHHOE OIpeeIeHHEY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr coorercTByeT TpeGoBanusam HJT 3akawyenne: OJJOBPEHO

Prepared by /

IToarorosieHo:
Pardeep Kumar \i_,

Checked by / Approved by: Manager/Executive /
ITporepeHo: {\ OnobpeHo: Menemxep / Pykoroaurens

Anil Kumar Amit Kumar Q . \_,_\
-’\/.,

Print Date /

Hata: 23.10.2021

Print Date / Print Date /
Hara: 23.10.2021 Jara: 23.10.2021

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

Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email. mail@drreddys.com
CIN: L85195AP1934PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,

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

CEPTU®UKAT AHAJTN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel:+91 95166 56001-02
Hpoayxr: Keropon® Dkenpecc (keToponak) TabieTku, MCieprupyemsie B nono@?ﬁvf}%',‘efj@ﬁrcom
Batch No / : V2101702 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001551922 Date of Analysis / : 23.10.2021
AHAJINTHYECKHIT 0TYeT No HJarta ananuza

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023

Jara npon3BoacTBa T'omen no

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

Page3 of 6/ Crp. 3 u3 6

ioo Test / IlokasaTennb Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
Oy TUJITHAPOKCHAHU30JI 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). / Bpemena ynepxuBanwus
NHKOB  2-OyTHNTUApPOKCHAaHH3ONA U
3-6yTHATMAPOKCHAHU301a Ha
Xpomarorpamme UCIIBITYEMOTO
pacTBOpa [AOJDKHBI COOTBETCTBOBAaThb
BpeMeHaM yIep)KUBaHUA MUKOB
2-0yTHUATHAPOKCHAHU30MIA "
3-6y THIrMApOKCHAHU301a Ha
XpomaTtorpaMmme pacTBOpa
CTaH/apTHOTO obpasia
OyTHIrMAPOKCHAaHU30Ia (paznen
«ConepxxaHue

OYTWITHIPOKCHAHHU30Iay).

4 Average weight / Cpeauss

mMacca

69.5 mg/ 69.5 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OnHOpOAHOCTH 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 Tabiaerok — He Gonee £ 20 %

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTBeTCTBYET TpebOoBaHMAM HJT

Conclusion : APPROVED /
3akawouenune: OXOBPEHO

Prepared by /
Iloarotoenexo:
Pardeep Kumar

o

Checked by /
IIpoBepeno:
Anil Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoaMTeNb

Amit Kumar =
e-""f-’—F

Print Date /
Hara: 23.10.2021

oV
Print Date /

Hara: 23.10.2021

Print Date /
Jara: 23.10.2021

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




Dr. Reddy's Laboratories l.td.
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! °® Formulation Unit-6
Dr.Red dy S ‘ ® CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Badd,

CEPTUOUKAT AHAJTA3A Distt. Solan, H.P,, 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel: +91 98166 56001-02
[ poayxT: Keropon" Dkenpecc (ketoponak) TabneTku, AMCNeprupyemble B nono¥pEresigyicom
Batch No / : V2101702 Batch Quantity / : 252.000 KG
Cepus Ne Obwem cepun
Analytical Report No / : 890001551922 Date of Analysis / : 23.10.2021
AHanuTHYeCKHH oTueT Ne Jara ananusa
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
JaTa npon3BoacTBA T'ogen no
Analysis performed according ND / Ananu3 nposegen mo H/I: JI[1-004929-011119

Page4 of 6/ Crp. 4uz 6

1;.00 Test / [TokasaTennb Results / PeayabTaThl Specification / Hopma
5 Disintegration time / 00 min 54 sec / 00 MuH 54 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb
6 Dissolution / PacTeopenue Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
. Ci5sH3NO3*C4H | 1NO3 (ketorolac
Unit-2 / Tabn-2 101 % tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 9% | 75% (Q  CisHsNO3;*CsHi1NOs
. . (keToponaka  TpPOMETaMHH)  4Yepes3
Unit-4 / Tabn-4 98 % 15 Mun
Unit-5 / Tabn-5 103 %
Unit-6 / Ta6n-6 98 %
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Obpasyercs
OJHOpPOIHAA CYCTMEH3Us, NPOXOmsILas
CKBO3b CHTO C pa3MepoOM OTBEPCTHUI
710 MKM.
8 Related impurities / PogcTBennble npumecu
ketorolac 1-hydroxy analog / BDL (Disregard Area 952) Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuananor
KeTOpOIaKa
ketorolac 1-keto analog/ 0.04% Not more than 0.5 % / He 6omee 0,5 %
1-KeToaHaJIOT KeTopoaka
Any unidentified impurity / 0.04% ' Not more than 0.5 % / He 6onee 0,5 %
e IMHUY Hast
HeUJIeHTHOUIHPOBAHHAS
MPUMECH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykT coorBercTBYeT TpeGoBaHuaM HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroenexo: : IIposepeHo: ~ Onobpeno: Menejxep / PykoBoauresns
Pardeep Kumar ;l___ Ani] Kumar S Amit Kumar :
Print Date / Print Date / Print Date /
Hara: 23.10.2021 Hara: 23.10.2021 Jlara: 23.10.2021

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

CEPTUD®UKAT AHAJIM3A

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

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg »
Mpoaykt: Keropon” Dxenpecc (keToponak) TabieTku, aucneprupyembie B nonoliMipirefgyicom

Tel : +91 98166 56001-02

Batch No / : V2101702 Batch Quantity / : 252,000 KG
Cepust Ne Ob6bem cepun

Analytical Report No / : 890001551922 Date of Analysis / : 23.10.2021
AHaJiuTHYecKui oTyeT Ne JlaTa anain3za

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
Jara npou3BoacTRa I'omen no

Analysis performed according ND / Ananunz npoeeaen mo HJI: JII1-004929-011119

PageS50f 6/Crp.5u3 6

1;.:) Test / [TokazaTesb Results / PezynbTaTsl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii
9 Water / Bona 2.1 % Not more than 7.0% w/w /
He 6ouiee 7,0 %
10 | Residual solvents by GC/ OcTaTo4Hble opraHu4yecKue pacTBOPUTEIH
Isopropyl alcohol / 2 ng/Tab Not more than 350 pg/tab /
H3onponaHon He 6onee 350 mkr B TabneTke
11 Microbial enumeration tests / MukpoGuoJsioruyeckas YucToTAa
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obuiee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6iee Memnee 10 KOE/r He 6onee 100 KOE/r
YHCIIO JPOAOKEBBIX U
TUIECHEBBIX IPHOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTcTBYET OtcyrcrBue B 1 T
12 Uniformity of dosage units / 3.9 Acceptance value (AV) not more than

OaHopoaAHOCTH
J03UpOBAHHSA

15.0 / IlpuemMouHoe 3Ha4YeHue (AV) He
6onee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue; [IpomykT coorseTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3akmawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: IlpoBepeHo: [ \ 3 Onobpeno: Menemkep / PykoBoaurens
Pardeep Kumar ' Anil Kumar {w o Amit Kumar A~3 s

Print Date / Print Date / Print Date /

Harta: 23.10.2021 JaTa: 23.10.2021 Jara: 23.10.2021

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

Dr. Reddy's Laboratories Ltd.




. ‘... Dr. Reddy's Laboratories Ltd.
/ ® Formulation Unit-6
Dr. Reddy S Q¢ CERTIFICATE OF ANALYSIS Vil Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJTH3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel: +51 98166 56001-02
Ipoaykr: Keropon" Dkcnpecc (keToposnak) TabseTku, AMCNeprupyemble B nonom‘”f)qﬁr,eljﬁyﬁf:om
Batch No / : V2101702 Batch Quantity / : 252.000 KG
Cepust Ne Oo0Bem cepun
Analytical Report No / : 890001551922 Date of Analysis / : 23.10.2021
AnajJuTHYeCKHH oTuyeT Ne JlaTa anaausa
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
JaTta mpousBoacTea T'onen o
Analysis performed according ND / Auanns nposeaen no HJI: JI1-004929-011119

Page 6of 6/ CTp. 6 13 6

i.‘? Test / IToka3zaTesb Results / Pe3yabTaThl Specification / Hopma
13 Assay / KoninuecTBeHHOe 10.1 mg/ 10.1 mMr From 90mg to 11.0mg of
onpenaeyienue (101.1 %) Ci5H13NO3+C4H (NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 Mr C15H13N03°C4H11N03
(xeroponaka tpomeramun) (ot 90,0 no
110,0 % oT 3asABJI€HHOTO KOJIMYECTRA) B
Tabnerke
14 | Butylhydroxyanisole 0.0904 mg/tab / Not less than 0.042 mg/tab /
content / CoaepkaHue 0.0904 mr B Tabnerkxe He menee 0,042 mr B TabneTke
OyTHJITHAPOKCHAHH301A
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 | Tabnetok B Gnuctepe U3 (ITA/AJI/IID ¢
pack. / Mo 10 Tabmerox B | Biaromornmorurenem/IIOBII) ¢onsru //
6mucrepe u3  ([TA/AJUIID ¢ | (ITD/AJ]) donsru. Ilo 1 unu 2 6nuctepa
Bnaronoriorutenem/TIOBII) C MHCTpYKUMeH M0 TPUMEHEHHIO B
¢donsru // (I13/AJT) doneru. [To | mauky KapTOHHYIO.
2 6nuctepa ¢ MHCTPYKLMEH 1O
NPUMEHEHHIO B nauky
KapTOHHYIO.
16 | Labeling / MapxupoBka According to ND / B coorsercrsuu ¢ HJ]
17 | Storage conditions / Below 25 °C. / Ilpu temnepaType He Boiile 25 °C.
XpaHeHHe '
18 Shelf life / Cpok roasocTn 2 years / 2 rozma

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykT cootBeTcTBYET TpebopaHusam HJL 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarororneno: ITpoeepeHo: \ 1 Onobpeno: Menemkep / PykoBonuresns
Pardeep Kumar { Anil Kumar |}~ Amit Kumar  / " ==

P — l — ' 3\—:‘/—”——
Print Date / Print Date / Print Date /
Hara: 23.10.2021 Hara: 23.10.2021 Hara: 23.10.2021

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



