Dr. Reddy's Laboratories Ltd.

@
Y 9 Formulation Unit-6
Dr. Reddy S ‘. ngg}[ﬁgﬁia?igiﬁ]ﬁgils Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  Tel : +91 98166 56001-02
HpoaykT: Ketopon" Dkcupece (KeToponak) TabneTku, AUCNeprupyemMble B moMoeHirpeayd-0our
Batch No / : V2101976 Batch Quantity / : 252.000 KG
Cepus Ne O06bem cepun

Analytical Report No / : 40001477284-1 Date of Analysis / : 08.12.2021
AHaTuTHYeCKHH oTUeT Ne JlaTa aHanu3za

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JdaTa npoM3BoACTBA T'ogen oo

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

Pagelof6/Crp. 1136

1;.:) Test / [Toka3arennb Results / Pe3yasTaTsl 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. / Kpyrnbie, mnockue Kpyrisle, nnockue TabneTku ¢ packol,
TabsieTKHU ¢ Gackoit, cBeTIIo- CBETJIO-XKENITOrO 1BETa C IPaBUPOBKOM
HKEJTOTO LIBETA C MPABUPOBKOH «l» Ha ONHOM CTOpOHE.
«l» Ha OHOH CTOPOHE.
2 Identification / IToanunHOCTH
Ketorolac / Kemopoaax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and
V®-cnekTpodoToMeTpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
TIOTMIOIIEHHS HCTILITYEMOTO pacTBopa H
pacTBopa  CcTaHaapTHoro  obpasua
KeTopoiiaka TpPOMETaMHHA  JOJIXKHBI
HUMETh MaKCUMYMBI IIpH OJHOH U TO¥ ke
IUTHHE BOJIHEI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykT cooTBeTcTBYET TpeboBanuaM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlogrorosneHo: IIpoBepeHo: | Onobpeno: Menemxep / Pykosonuresb
Ankit /b Himesh K&jmf.gl_,,’--*‘"_'l Pavan Kumar Sharma sz—
[ L~ A==
Print Date / Print Date / Print Date / :
Jlara: 08.12.2021 Jara: 08.12.2021 Jara: 08.12.2021

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
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CERTIFICATE OF ANALYSIS

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

CEPTUOHKAT AHAJIN3A

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

Gy

IMpoxyxt: Keropon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  Tel : +91 98166 56001-02
Skcnpecc {(keTopoJak) TabjeTKH, AUCIIEPrHpyeEMbIE B o Eirpaayd 0T

Batch No / : V2101976 Batch Quantity / : 252.000 KG
Cepust Ne Obbem cepun

Analytical Report No / : 40001477284-1 Date of Analysis / : 08.12.2021
AHaauTH4decKuit oryet No Jara ananusza

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JaTa npoussojacraa Tomen g0

Analysis performed according ND / Anann3 nposegen no HJI: JI[1-004929-011119

Page 2 6f 6 / Ctp. 2 u3 6

No
Ne

Test / [Toxa3zaTenb

Results / PesyabTatsl

Specification / Hopma

b) By HPLC / BOXKX

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 yaepKHBaHUA
OCHOBHOI'0 TMUKa Ha XpoMarorpamme
UCILITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBAThb BpPEMEHH
yIOEepXUBaHHA OCHOBHOrO TMHMKa Ha
XpoMaTorpaMmme pacTBopa
cTaHmaptHoro ofpasua KeTopoJiaka
TpoMeTaMHHa (paznmen

«KonuuecTBeHHOE onpe)leneHHe>>).

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusm H]L

Conclusion : APPROVED /
Zakmwouenue: OJOBPEHO

JlaTa: 08.12.2021

Jlarta: 08.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeHo: ___| Onobpeno: Menemkep / Pykosoaurens
Ankit /N Himesh K@_EE__I_’_A/— —_| Pavan Kumar Sharma —/_ _

(& ]
Print Date / Print Date / Print Date /

Jara: 08.12.2021

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

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Hpoaykr: Keropon® Dxcnpece (keToposak) TabneTKu, AUCTIEPrUPYEMBIE B NS Ay SHOPRRT

Cepus Ne

Batch No / : V2101976 Batch Quantity / : 252.000 KG

Obnem cepun

Anajurnyeckuii oruet Ne

Analytical Report No / : 40001477284-1 Date of Analysis / : 08.12.2021

JlaTa asanuza

I[aTa NpoHU3BOACTBA

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023

Togen mo

Analysis performed according ND / Ananu3 nposenen no HJI: JII1-004929-011119

Page3 of 6/ Crp.3u3 6

1;.? Test / [TokasaTenb Results / PesyabTaThi Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoaUHHOCTH butylhydroxyanisole peaks on the
Oy TUATHAPOKCHAHH30JI 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 yIOepXKHBaHMA
DUKOB  2-OyTHATMAPOKCHAHU30NIA U
3-GyTIWIrHIPOKCHAHHU30Ia Ha
XpoMaTorpaMme HCTILITYEMOTO
pacTBopa HAOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yIEepKUBAHUA TIHKOB

Mmacca

2-0yTHITHAPOKCUAHU30JIA 7
3-0yTHITHAPOKCHAHU30JIa Ha
XpOMaTorpaMmme pacTBopa
CTaHAAPTHOTO obpasia
OYTUITUAPOKCHAaHU30Ta (pa3nen
«CogaepxaHue
OYTUIITHAPOKCHAHN30Ia»).

4 Average weight / CpegHsis 70.1mg / 70.1 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./

Ot 67,2 Mr oo 72,8 mr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OaHopoaHOCTHL Macchl

Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Oomee + 10 %
2/20 Tabnetok — He 6onee = 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumedanue: [IpoaykT coorseTcTBYET Tpebopanuam HJI 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoeepeHo: | Onobpeno: Menemxep / Pykosoauresb
Ankit //g Himesh Kumarj/~ | Pavan Kumar Sharma_ 1, __—

- L —— B

t // &

Print Date/ Print Date / Print Date /
Jara: 08.12.2021 Jata: 08.12.2021 Jara: 08.12.2021
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CERTIFICATE OF ANALYSIS

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

CEPTUOPHUKAT AHAJIN3A

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
Mpoaykr: Keropon"™ Dkcnpece (ketoponak) TabNeTKH, AUCOEPTUPYEMbIE B VRO padY T 0%
Batch No / : V2101976 Batch Quantity / : 252.000 KG
Cepns Ne Oo6bem cepun

Analytical Report No / 1 40001477284-1 Date of Analysis / : 08.12.2021
AxanuTH4yeckuii oTueT Ne JaTta ananuza

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
darta npousBoacTBa Toaen g0

Analysis performed according ND / Anasnus nposenen mo HJI: JI[1-004929-011119

Page4of 6/ Crp. 4 n3 6

1}? Test / ITokazaTenb Results / PesyasTartel Specification / Hopma
5 Disintegration time / 00 min 30 sec / 00 mun 30 cex Not more than 3 min/ He 6onee 3 mun
Pacnapgaemocthb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 102% Not less than 75% (Q) of
. Ci15H13NO1+C4H 1 NO3 (ketorolac
= - (1)
Uniti2,/Aia0n:2 10276 tromethamine) in 15 min / He mMenee
Unit-3 / Ta61-3 101% | 75% (Q  CisHisNO3*CsHiiNOs
) . (keToponiaka ~ TpOMETaMUH)  4epes
Unit-4 / Ta6bn-4 102% 15 MuH
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / Obpasyerca
OJHOPOAHAA CYCIEH3Ms, MPOXOAALLas
CKBO3b CHUTO C pa3MepoM OTBEPCTHI
710 MKM.
8 Related impurities / PoacTeenHble npumecH
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD: Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcuananor 0.0010%)
KeToponaKa
ketorolac 1-keto analog/ 0.04% Not more than 0.5 % / He 6onee 0,5 %
1-KeTOAHAIOT KETOpOJIaKa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eHHNYHAA -
HeuaeHTUUIIHPOBaHHAS
MpUMeEChH

Remarks : The Product conforms to ND/
ITpumeyanue: [IpongykT cooTBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akmwuenune: OJJOBPEHO

Jara: 08.12.2021

Jara: 08.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: _ IIpoeepeHo: Onobpeno: Menemxep / Pyxosopuresns
Ankit L’(, Himesh Kumar \ ——=—1Pavan Kumar Sharma _/"

Print Date / Print Date / Print Date /

Hara: 08.12.2021
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CERTIFICATE OF ANALYSIS ormulat
Dr' Red dy s -. Vill. Khol, Nalagarh Road, Baddj,
CEPTUO®UKAT AHAJIU3A )
Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  Tel : +91 98166 56001-02
Ipoaykr: Keropon®™ Dkcnpecc (keToponak) Tabnetku, aucneprupyembie B riosoerdrpeadgykcom
Batch No / : V2101976 Batch Quantity / : 252.000 KG
Cepus Ne Oo0bem cepun

Analytical Report No / : 40001477284-1 Date of Analysis / : 08.12.2021
AnanuTHuecKni oTueT Ne JlaTa aHayusza

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa npon3BoacTsa T'ogen oo

Analysis performed according ND / Ananns nposeaen mo HJI: JIIT-004929-011119

Page5of6/Cip.5u3 6

1}00 Test / ITokasaTensn Results / Pe3yabTaTb! Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMma mpumeceit

9 Water / Bona 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHHYecKHe PACTBOPUTEIIH

Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
HzonponaHon He 6onee 350 Mkr B TabneTke

11 Microbial enumeration tests / MukpoGuoJsioruueckasi HHcToTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obmiee uncio Memnee 10 KOE/r He 6osee 1000 KOE/r
a3poOHBIX MHKPO-

OpraHu3MoB

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

YHCJIO OPOFKOKEBBIX H
IMINIECHEBBIX l‘pI/IGOB

¢} Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTcTBYET OrcytcTBUEe B I T
12 Uniformity of dosage units / 3.9 Acceptance value (AV) not more than

OaHopoAHOCTL 15.0 / IlpuemouHoe 3Ha4yeHue (AV) He
JNO3UPOBAHHS 6onee 15,0.

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

ITpumeuanue: IIponykr coorBeTcTBYeT TpeOOoBaHuaM HJI 3axmouenue: OJOBPEHO

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

IloaroTosneHo: IIporepeHo: e Onobpeno: Menemxep / Pykosoaurens

Ankit /l\ Himesh W”w Pavan Kumar Sharma /.~

Print Date/ Print Date / Print Date /

Hara: 08.12.2021 Jara: 08.12.2021 Jara: 08.12.2021
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CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIU3A

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
Ipoaykr: Ketopon™ Dkenpecc (keToponak) TabaeTKH, AUCTIEPrUpyeMble B NSVIWISr ieedybEaip
Batch No / : V2101976 Batch Quantity / : 252.000 KG
Cepus Ne O0Bem cepnn

Analytical Report No / : 40001477284-1 Date of Analysis / : 08.12.2021
AHANNTHYECKHI 0TYeT No JlaTa ananuza

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JdaTa npousBoacTsa T'open no

Analysis performed according ND / Ananuns nposegen no HJ: JITT-004929-011119

Page 6 of 6/ C1p. 6 u3 6

I;.? Test / [TokazaTtean Results / Pe3ynbTaThl Specification / Hopma
13 Assay / KosiuuecTBeHHOE 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
onpejeneHHe (100.6 %) CisH13NO3+C4H ;1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 MI C15H13N03‘C4H11NO3
(xetoponaka TpoMeTamuH) (ot 90,0 no
110,0 % oT 3asBJIEeHHOI'0 KOJIMUECTBA) B
TabieTke
14 | Butylhydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanune 0.0942 mr B Tabnetke He menee 0,042 mr B Tabnetke
Oy TUJITHAPOKCUAHU30/12
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. / Tlo 10
information leaflet in a carton | Ttabnertok B 6xuctepe w3 (ITA/AJI/IIS ¢
pack. / Ilo 10 Tabmerox B | Buaromoriorturenem/[I1DBIT) ¢oneru /
6mucrepe w3z (ITA/AJI/TIS ¢ | (IT3/AJ]) dponsru. Io 1 unm 2 6naucrepa
BraronornotuteneM/[13BIT) C MHCTpYKIHMEH II0 NpHMEHEHHUIO B
¢onsru // (II9/AJ1) doxbru. Ilo | mauky KapTOHHYIO.
2 6nucrepa ¢ UHCTPYKLMEH MO
MPUMEHEHHIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBKka According to ND / B cootrercTBun ¢ H/|
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbiwie 25 °C.
XpaHeHue
18 | Shelf life / Cpok roanoctun 2 years / 2 rona

Remarks : The Product conforms to ND/
Ipumeyanue: [IponykT coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: IIpogepeno: Onobpeno: Menemxkep / PykoBoanTeslb
Ankit K . Himesh KM Pavan Kumar Sharma

(L
Print Date / Print Date / Print Date /
Hara: 08.12.2021 Jara: 08.12.2021 Hara: 08.12.2021
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