Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIM3A

Distt. Solan, H.P,, 173 205, INDIA
Tel - +81 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com

I poaykr: Ketopon” Dkenpece (keToponak) TabyieTky, AUCIEPIHPYEMbIE B [10JI0CTH PTd, 10 mr
Batch No / : V2101807 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / :+ 890001553096 Date of Analysis / : 31.10.2021
AHanurnyecknii oTuer Ne Jarta ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npon3BoACTBA Ionen g0

| Analysis performed according ND / Anaans nposeaen no HJI: JI[1-004929-01 1119

Page1of 6/Crp.1m3 6

No " :
No Test / [TokazaTenn Results / PesyapTaTsl Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnble, minockue Kpyrubie, miockue TabneTku ¢ Gpacko,
TabneTku ¢ Gpackoii, CBETIIO- CBETJIO-KENTOrO 1IBETa C MPaBMPOBKOM
XKEJITOTO [BETa C PAaBUPOBKOMH «l» Ha OJIHOM CTOPOHE.
«l» Ha OAHOM CTOpOHE.
2 Identification / [TopaMHHOCTL

Ketorolac / Kemopoaax

a) ByUV/

V®-cnektpodoroMeTpus

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-ciexTpsl
MOTJIOILEHHS UCTILITYEMOTO pacTBopa U
pacTBopa  craHmapTHoro  ofpasua
KETOpOJiaka TPOMETaMHHA  JOJIKHBI
MMETh MAKCUMYMBI IIPH OJHOM M TOM %e
IUTHHE BOIHEL (+ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeyanue: Ipoxykt coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axnouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo; [IporepeHo: Onobpeno: Menejukep / Pykosoaurensb
Ankit L( - Himesh r ——> | Abhishek Chauh& ,

Print Date / Print Date / Print Date /

Jara: 31.10.2021 Jara: 31.10.2021 Jara: 31.10.2021

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIM3A

Distt. Solan, H.P.,, 173 205, INDIA
Tel - +91 98166 56001-02

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykt: Ketopon" Dkcnpecc (ketoponak) Tabnerku, AMCNeprupyemsie B nonocti pra, 10 mr

www.drreddys.com

Batch No / : V2101807 Batch Quantity / : 252.000 KG
|Cepnsi Ne Oobbem cepum

Analytical Report No / : 890001553096 Date of Analysis / : 31.10.2021
AnanuTudeckuii oryer Ne JaTta anajqmsa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa npoM3BOJCTBA T'onen xo

Analysis performed according ND / Anaun3 nposeaen mo HJI: JIT1-004929-011119

Page2 of 6 / C1p. 23 6

No

Test / [Toka3aTennb
No

Results / PesyabTaTsl

Specification / Hopma

b) By HPLC/B2XX

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 ynepXuBaHHA
OCHOBHOIO IHKa Ha XpoMaTorpaMMe
UCNLITYEMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIOepXUBaHUS OCHOBHOTO IIMKAa Ha
Xpomarorpamme pactBopa
CTaHOapTHOrO o06paslia KeTOpoJlaKa
TpOoMeTaMUHa (pa3men

«KonuuecreeHHOE onpeneneHHe»).

Remarks : The Product conforms to ND/
ITpumeuanue: [Tponykt cooTBercTByeT TpeboBaHusM HJI

Conclusion : APPROVED /
Zaxmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo;~, IIposepeno: | Onobpeno: Menemiep / Pykosoaurenb
Ankit A j3 Himesh Kumar SL ___~ Abhishek Chauhaﬁ't _ (

&~ : t e
Print Date / Print Date / Print Date /
Jara: 31.10.2021 Jara: 31.10.2021 Jlara: 31.10.2021

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 ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel: +91 981A6 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
Ipoaykr: Keropon” Drenpece (keToposak) TabneTku, AMCHEprupyembie B NOJIOCTH pTa, 10 mr
Batch No / : V2101807 Batch Quantity / : 252.000 KG
Cepusn Ne O0BeM cepH

Analytical Report No / : 890001553096 Date of Analysis / : 31.10.2021
AHajuTHYeCKHH oTyeT Ne JlaTa ananausa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa npounssoacrsa T'open no

Analysis performed according ND / Anaans nposeaen no HJI: JI[1-004929-011119

Page3of 6/Crp.3m3 6

1;.3 Test / [TokasaTesnb Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / COOTBETCTBYET The retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuHHOCTB butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAH U301 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 yIepXuBaHuUs
NYKOB  2-OyTHWITHAPOKCHAHM30TId U
3-6yTUnruapoKCHaHH30Ia Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTtBopa JOJDKHBl COOTBETCTBOBAThH
BpeMeHaM yIepP>KUBaHKsA [IMKOB
2-6yTHUITHPOKCHAHK3011a U
3-GyTUNrMIpOKCUaHU30a Ha
XpoMaTorpaMmme pacTeopa
CTaHNApTHOTO obpasua
OYTHITHIPOKCHAHM30/1a (pa3men
«Conepxanue

OyTUITHAPOKCHAHU30MIAR).

mMacca

4 Average weight / Cpennsisi

70.0 mg / 70.0 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr g0 72,8 mr (70,0 Mr £ 4,0 %).

Uniformity of weight /
OAHOPOOHOCTH MACCHI

Complies / COOTBETCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 Ttabnetox — He 6Gojee = 10 %
2/20 TabneTok — He bonee + 20 %

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Jara: 31.10.2021

Jara: 31.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroeneHo: IIposepeHo: Onobpeno: Meneuikep / PykoBoayrens
Ankit 7 P - Himesh W Abhishek Chauhan 7

A _‘/_‘//"'
Print Date / Print Date / Print Date /

Jara: 31.10.2021

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. Red dy,s q;. Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
Ipoayxr: Keropon" Dkenpece (keToponak) TabneTk, AWCEepripyemble B NOIOCTH PTa, 10 mr
Batch No / : V2101807 Batch Quantity / : 252.000 KG
Cepusn Ne Oo0bem cepun

Analytical Report No / : 890001553096 Date of Analysis / : 31.10.2021
AHAJMTHYECKHI 0TYeT Ne Jara ananusza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa Npon3BOACTBA TI'ogen oo

Analysis performed according ND / Ananns nposeaen no HJL: JII1-004929-011119

Page 4 of 6/ Crtp. 413 6

1;,00 Test / [loka3zaTeb Results / PeayabTaThl Specification / Hopma
5 Disintegration time / 00 min 13 sec / 00 muH 13 cex Not more than 3 min / He 6onee 3 Mun
PacnagaemocThb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 103 % Not less than 75% (Q) of
. C15H13NO3C4H 1 1NO; (ketorolac
Unit-2 / Tabn-2 100 & tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 103% 75% (Q)  CisHisNO3*C:HiNO3
. . (keToponlaka ~ TPOMETaMMH)  4epes
Unit-4 / Tabn-4 103 % s
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 101 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHoCTh 710 um sieve is formed. / O6pasyercs
ONHOPOAHAs CYCIICH3HA, MPOXOsias
CKBO3b CHMTO C pPa3MepoM OTBEPCTHI
710 MKM.
8 Related impurities / PoageTBennbie npuMecu
ketorolac 1-hydroxy analog / Not Deteched Not more than 0.5 % / He 6onee 0,5 %
1-ruppokcuaHaior
KeTopoJaka
ketorolac 1-keto analog/ 0.02% Not more than 0.5 % / He 6onee 0,5 %
1-xeToaHaNor KeTopoJaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eIMHIYHASL
HeraeHTHUIMPOBaHHAs
TIpUMECh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanwue: [Ipoaykr coorsercTayer Tpedbopanusm HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: IIpoeepeno: Ono6bpeHo: Meneajkep / Pykosonuresns
Ankit /Y Himesh W Abhishek Chauhan T
L= il
Print Date / Print Date / Print Date /
Jata: 31.10.2021 Jara: 31.10.2021 Hara: 31.10.2021

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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
Mpoaykt: Ketopon™ Dkenpece (keTopoak) TabaeTky, AUCHEpPrupyemMble 8 MONOCTH pTa, 10 Mr
Batch No / : V2101807 Batch Quantity / : 252.000 KG
Cepus Ne O6Bem cepuu

Analytical Report No / : 890001553096 Date of Analysis / : 31.10.2021
AHauTHYECKHH oTyeT No Jara ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npoM3BOACTBA Tonen a0

Analysis performed according ND / Anaaus nposeaen no H/L: JII1-004929-011119

Page 5 of 6/ Crp. Su3 6

i.f Test / [lokazaTenb Results / Pe3yabTaTsl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boaa 23 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4HbIe OpraHuieckHe pacTBOPHUTETH
Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
HzonponaHoi He 6onee 350 MKr B TabneTKe
11 Microbial enumeration tests / Mnkpo6Hojioruyeckast YHCTOTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob11ee 4HCIIO Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOo6HBIX MUKpPO-
OpTaHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obmee Menee 10 KOE/r He 6onee 100 KOE/r
YHUCJIO APOMOKEBBIX U
IUIECHEBBIX TprOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OrcyretBHEB 1T
12 Uniformity of dosage units / 7.1 Acceptance value (AV) not more than
OnHOpOOHOCTDL 15.0 / Ilpuemounoe 3Hadenue (AV) He
NO3HPOBAHUSA 6onee 15,0.

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpogykt cooteTcTyeT Tpebosannsam HJT

Conclusion : APPROVED /
Bakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToxroroBneHo: TTporepeHo: ; Onobpeno: Menemgep / PykoBoauTes
Ankit L/’i P Himesh Kumar | —— | Abhishek Chauha?L /

Print Date / Print Date / Print Date / -

Hara: 31.10.2021 Jara: 31.10.2021 Iara: 31.10.2021

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
DI’. Reddy,s ‘... Formulation Unit-6
* CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHOHKAT AHAJTN3A Distt. Sofan, H.P.,, 173 205, INDIA

Tel: 401 02166 56001.02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
IMpoaykr: Ketopon” Dkenpece (KeTopoak) TabneTKH, AMCTIEprupyemsle B nosnocty pra, 10 Mr
Batch No / : V2101807 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001553096 Date of Analysis / : 31.10.2021
AnaquTHYECKHH oTueT No Jlara ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa npon3BoOACTBA Tonen oo

Analysis performed according ND / Ananu3s npose/ieH 1o HJI: JIT1-004929-011119

Page 60of 6/ Ctp. 6 M3 6

i.f Test / IlokazaTesb Results / PesynbTaThl Specification / Hopma
13 Assay / KonnuecTentoe 10.1mg/ 10.1 Mr From 90mg to 11.0mg of
onpeaeienne (101.3 %) C15sH13NO3*C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 mr  CisHisNO3*CsH11NO;
(xeToponaka TpoMeTtamuH) (o1 90,0 1o
110,0 % OT 3asABIEHHOTO KONHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0990 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanne 0.0990 mr B TabseTke He menee 0,042 Mr B TabneTke
GyTHIrHAPOKCHAHM301a
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 | Tabnetox B 6auctepe u3 (ITA/AJI/IIS ¢
pack. / Ilo 10 TabieTok B prnaronornotutenem/II3BIT) donbru /
6ruucrepe w3 (TMA/AJUIID ¢ | (IIO/AJI) donsru. o 1 win 2 6nuctepa
siaronornorutenem/I12BII) ¢ HHCTPYKLMEH IO NPHMEHEHHIO B
doneru // (I13/AJ]) oneru. o | naiky KapTOHHYIO.
2 GnucTepa ¢ MHCTpyKuUMeH Mo
TPUMEHEHUIO B navyxy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cooretcTeun ¢ HJ|
17 | Storage conditions / Below 25 °C. / [Tpu Temnepatype He Bbime 25 °C.
XpaneHue
18 | Shelf life / Cpox roaHocTu 2 years /2 rofa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [ponykr coorercTByeT Tpebopanusam HJL 3akmogenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloxrorosneHo: ITposepeHo: Onobpeno: Menemkep / Pykosoauresib
Ankit (/i\ . Himesh K&%&/-- ~| Abhishek C‘hauhaL o l

s i S
Print Date / Print Date / Print Date /
Jara: 31.10.2021 Hara: 31.10.2021 Jara; 31.10.2021

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



