Dr.Reddy’s ‘;‘.

CERTIFICATE OF ANALYSIS

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

CEPTHOHKAT AHAJIN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Mpoxykr: Keropon™ Dxenpece (keTopoiiak) TabACTKH, AHCICPTHPYEMbIC B noYSEYA AL TO R

Batch No / : V2101973 Batch Quantity / : 252.000 KG

Cepnia Ne Obnem cepuu L -
Analytical Report No / : 40001474105-1 Date of Analysis / + 30.11.2021
AnanuTHyeckuii oTyeT Ne JiaTa ananusa

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

JaTa APOH3BOACTBA T'oaen no

Analysis performed according ND / Aua/ius npoBe/ien mo HL: Ji1-004929-011119

Pagelof6/Crp. 1 m3 6

tablets with *'|" debossed on one
side. / Kpyrneie, Iuiockue
TabieTu ¢ $hackoH, CBETIO-
JKEJITOrO L[BETA ¢ IPaBUPOBKOHN
«l» Ha OHOM CTOpOHE.

I}? Test / [loka3aTenb Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "' dcbossed on onme side. /
Kpyrnsie, nnockue TabneTkH ¢ dackoit,
CBETIIO-XCNTOTO IBETA C IPABHPOBKOH
«l» Ha OHOM CTOPOHE.

2 Identification / [JopauHHOCTH

Ketorolac / Kemoponak

a) ByuUv/
V®-criekrpodoTomMeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-crnekrpsl
TOrTIOMIEHHA HCTILITYEMOTO PacTBOpa H
pacTeopa  cTaHjaptHOro  ofpasua
KeTopojiaka ~TPOMETaMHHA  JOJDKHBI
HMETH MaKCUMYMbI [IPH OHOH ¥ TOH Xxe
JUIHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Mpuveuanye: TpoyKT COOTBETCTBYET TPEGOBAHHAM HJIL

Conclusion : APPROVED /
Baxmoucaie: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroToBneHo: TIposepeno: Onobpeno: Menewkep / PykoBoaurenab
Ankit }ﬁmmiw — b Pawan Kumar "

(A i A—
Print Date / Print Date / Print Date / '
Jata: 30.11.2021 Mara: 30.11.2021 Mara: 30.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTHOHKAT AHAJIIA3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ¥
Tpoaysr: Ketopon” Dxenpece (keToposiak) TabneTki, AHCNeprupyemLie B no P FRL YO S

Tel : +91.98166 56001-02

Batch No / 1 'V2101973 Batch Quantity / : 252.000 KG
Cepua Ne Qb6nem cepiry

Analytical Report No / : 40001474105-1 Date of Analysis / : 30.11.2021
AnanmrHIeckii oruer Ne JiaTa anannsa

Date of Manpufacture / : Nov-2021 Date of Expiry / : Oct-2023
aTa npou3BOACTBA Topeu po

Analysis performed according ND / Anaau3 nposejci no HII: JI11-004929-011119

Page2of 6/ Crp.2u3 6

No

Test / TloxazaTens
No

Results / PesyasTarht

Specification / Hopma

b) By HPLC/B3XX

Complies / CooTBeTCTBYET

The retention time of the main peak on
the chromatogram of test solution
should cormrespond to that on the

chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpema  yZepxuBaHui
OCHOBHOrO MNHUKa Ha XpOoMaTorpamme
WCIIBITYEMOrO  PacTBOpa  IOJUKHO
COOTBETCTBOBATh BpEMCHH
yAEpXHUBaHUA OCHOBHOTO @HMKA Ha
XpoMaTorpamme pacTBoOpa
CTaHmapTHOro ofpa3lia KeTopoJiaka
TpOM€TaMHHa (pasmen

«KONMYECTBEHHOE ONPEAENEeHHIER).

Remarks : The Product conforms to ND/
[Ipumeuanne: poaykr cooraercrayer Tpebopatnam HJL

Conclusion : APPROVED /
3axawyenne: OTOBPEHO

Jarta: 30.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToeneHo: IpoBepeHno: | Onobpeno: Menemukep / Pykoponurens
Ankit é d - Himesh W Pawan Kumar /i/

Print Date / Print Date / Print Date /

Jlata: 30.11.2021

Jara: 30.11.2021

Registered Office: 8-2-337, Raad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1384PLC0O04507
www.drreddys.com




Dr.Reddy’s Q‘;‘

CERTIFICATE OF ANALYSIS

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

CEPTH®HKAT AHAJTU3A

vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Product : Ketorol Exprass (ketorolac) Orally Disintegrating Tablets 10 mg ~ '*'" 5198166 56001-02
Mpoayst: Keropan® Dxenpece (keroponak) Tabnerin, Aicneprupyemie s no¥ORYE BrAT0 S
Batch No / : V2101973 Batch Quantity / : 252.000 KG
Cepusi Ne O6nem cepimn

Analytical Report No / : 40001474105-1 Date of Analysis / : 30.11.2021
AmnanurayeckHii oTyer Ne Jara anmanuza

Date of Manufacture / : Nov-2021 Date of Expiry / + Oct-2023
JlaTa npoH3BOACTRA Tomen no

Analysis performed according ND / Anaius nposejen no HJI: JI11-004929-011119

Page3 of 6/Crp.3 13 6

No

Ne Test / Ilokazatens

Results / Pe3ynbTaTnl

Specification / Hopma

3 Tdentification
Butylhydroxyanisole /
MoaaHHHOCTD

OyTHJATHAPOKCHAHH30J

Complies / CooTBeTCTBYST

The refention times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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). / DBpemena ynepXHBaHHA
nukoB  2-6yTHNTHIPOKCHAHH30MA M
3-6yTWIrHAPOKCHaHH30MA Ha
XpOMaTOTPaMMe UCIEITYEMOTO
pactBopa JOJDKHH COOTBETCTROBATH
BpeMeHAM  YIEPXHBaHMA IHKOB
2-6yTUNTHAPOKCUAHH30JIA H
3-6yTHnrHAPOKCHaHNz0Na Ha
XpomMaTorpamMme pacTBopa
cTaHAapTHOTO obpasua
6yTHIrHAPOKCHAHKM30NIA (pazmen
«CopepxaHue

Gy THArMAPOKCHAHHIONAN).

Average weight / Cpeanss
macca

70.2 mg/ 70.2 Mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
O167,2 Mr 10 72,8 Mr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OaHOpPOIHOCTH MACChHI

Complies / CoOTBETCTBYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabmeroxk — He Gomee +10%
2/20 Tabierox — He Gojee £ 20 %

Remarks : The Product conforms to ND/
Tlpumeuanne: Mpoaykt coorsercreyer TpeGosanuam HJL

Conclusion : APPROVED /
3axmaovenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managet/Executive /
TToaroToBieHo: [TposepeHo: | Onobpeno: Mesemxep / Pykosoaurens
Ankit /K Himesh W Pawan Kumar g_/'

Ll -
Print Date / Print Date / Print Date / !
Hara: 30.11.2021 Jata: 30.11.2021 Jara: 30.11.2021

Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, [ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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' Q.. Formulation Unit-6

Dr. Reddy S . CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTHOHIKAT AHAJIH3A Distt. Solan, H.P., 173 205, INDIA

OfA AT CrAsd _pan
SoLUw JUOLITOL

Product : Ketorol Express (ketorolac) Orally Disintcgrating Tablets 10 mg Wwwd% divcom
poayxr: Keropon™ Dxenpece (keToponax) TaBMeTKH, ACEprupyessie B nomocty pra, 10 Mr
Batch No / : V2101973 Batch Quantity / : 252.000KG
Cepug Ne O65em cepHy

Analytical Report No / : 40001474105-1 Date of Analysis / : 30.11.2021
AnanHTRYECKUH oTyer Ne Jlata anannsza

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jlata NPOH3BOACTBA Topgen 1o

Analysis performed according ND / Ananus nposeaen mo HJL: JI11-004929-011119

Page40of 6/Crp.4u3 6

ig Test / Hoka3aTenn Results / PeaynbTaThl Specification / Hopma
5 Disintegration time / 00 min 27 sec / 00 Mun 27 cek Not more than 3 min / He Gojiee 3 MuH
PacnanaemMocTh
6 | Dissolution / PacTeopcHucC Unit-1/ Ta6n1-1 102% Not less than 75% (Q) of
. C15H13NO3+C4H 11 NOs (ketorolac
Unit-2 / Ta6n-2 L tromethamine) in 15 min / He MeHee
Unit-3 / Tabn-3 99% 75% (Q)  CisHiNO3+CH1NO3
) . (keTOpoNaKka  TPOMETaMHH)  Hepes
Unit-4 / Tabn-4 95% 16 preim
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucrepcHocTh 710 pm sieve is formed. / O6pasyerca

ONHOPOHHAs CYCNEH3HA, NPOXOAAMIAs
CKBO3h, CMTO C Pa3sMepoM OTBEPCTHH

710 mMxMm.
8 Related impurities / PoncTeenHble npHmecH
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD Not more than 0.5 % / He 6once 0,5 %
1-ruppoKcHaHanor :0.0010%)
KETOpOJlaKa
ketorolac 1-keto analog/ 0.03% : Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaJIor KEToposiaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eIUHHYHAT e
HeumeHTU(MIHPOBaHHAA
TNPHMECH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: Ilponykt cooTseTcTBYeT Tpedosanuam HIL 3aknouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NonrorosneHo: Iposepeno: Onobpeno: MeHemiep / PyxoBoparens
Ankit C/A/ Himesh KW “Pawan Kumar g
Print Date / Print Date / Print Date / ’
Hata: 30.11.2021 Hara: 30.11.2021 Hara: 30.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,

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

CEPTHOHKAT AHAJIA3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +31 98165 56001-02 “
Ipoayxr: Ketopon™ Sxcnpece (keroponak) TaBNeTKy, Jicreprupyemee B oMt FA Y6 S0

Batch No / 1 V2101973 Batch Quantity / : 252.000 KG

Cepnsa Ne Qb6nem cepuu

Analytical Report No / : 40001474105-1 Date of Analysis / :+ 30.11.2021
AnpanurHuecknii orger Ne JlaTa anaausa

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

JlaTa NpOKW3BOACTBA Toaen 10

Analysis performed according ND / Ananus npoBejiei 1o H/I: JI11-004929-011119

PageS5of 6 /Cip.5u3 6

.1:.? Test / [lokasarens Results / PesyabTaTbl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii
9 Water / Boaa 21% Not more than 7.0% wiw /
He 6onec 7,0 %
10 | Residual solvents by GC/ OcTaTounbie 0praiuieCkue pacTBOpHTeNH
Isopropyl alcohol / 3 pg/Tab Not more than 350 pg/tab /
H3onponayon He Gonee 350 MKr B TabieTke
11 | Micrabial enumeration tests / Mukpo6uonoririeckas 4ucToTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O6mee 4uCiIO Meuee 10 KOE/r He 6osee 1000 KOE/r
23pO6HBIX MHKPO-
OpTaHu3MOB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / Obiee Memnee 10 KOE/r He 6onee 100 KOE/r
YUENO APONOKEBLIX H
UTECHeBbIX IpUboOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCcTRYET OtcyrctBHe B 1 ¢
12 | Uniformity of desage units/ 7.5 Acceplance value (AV) not more than
OaHOpoIROCTL 15.0 / TipuemouHoe 35aserue (AV) He
[103NPOBAHUSA Gonee 15,0.

Remarks : The Product conforms to ND/

[pumeuanne: [ponykr coorsercrsyer Tpedosariam HIL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToBneHo: [TporepeHo: Ono6pero: Menemxep / Pykoroaures
Ankat ; theshéu;m’j;;l/f'j Pawan Kumar

A ~ gl
Print Date / Print Date / Print Date / '
Hara: 30.11.2021 Iara: 30.11.2021 Hara: 30.11.2021

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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e . Formulation Unit-6
Dr.Re ddy S ¢ CERTIFICATE OF ANALYSIS v, Khol, Nalagarh Road, Baddi,
CEPTHOHKAT AHAJIA3ZA Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg '™ *L'él 93{;“'“ AROLLE
Mpoaysr: Keropon™ Dkenpece (keToposak) TabNETKM, IHCTEPTHPYEMbIC B oS Pras {0 WE
Batch No/ : V2101973 Batch Quantity / : 252.000 KG
Cepnn Ne O6beM cepiri
Analytical Report No / :+ 40001474105-1 Date of Analysis / + 30.11.2021
ApanuTHYecKnii oruer No Jara ananusa
Date of Manufacture / : Nov-2021 Date of Expiry / 2 Oct-2023
JlaTa MPOH3BOACTBA Topen 10
Analysis performed according ND / Auanuz nposeses mo H/L: JIN1-004929-01 1119

Page 6 of 6/ C1p. 613 6

1}? Test / IlokasaTennb Results / Pe3ynsTaThl Specification / Hopma
13 | Assay/KonnuecreeHnoe 10.2 mg/ 10.2 Mr From 90mg to 11.0mg of
ompepaefneHHe (102.3 %) C;sH13NO3+C4H ;' NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 MI C15H13N03'C4H1]N03
(xetoponaka Tpomeramun) (o1 90,0 o
110,0 % OT 3as1BJIEHHOTO KOJHYECTRA) B
Tabretke
14 | Butylhydroxyanisole 0.0974 mg/tab / Not less than 0.042 mg/tab /
content / Copepxkanne 0.0974 mr B Tabnerke He Menee 0,042 mr B Tabnetke
Gy THUIrMAPOKCHAHH30]13
15 | Package/ YnaxoBka 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 | Ta6netok B 6muctepe u3 (IA/AJVIID ¢
pack. / o 10 Tabnetox B | Biaronormotutenem/II3BII) donbru /
gmacrepe w3 (MA/AJVIID ¢ | (II3/AT) omeru. [o 1 vnu 2 Gnucrepa
praronornotutenem/[19BIT) ¢ MHCTPYKLHEH N0 MNPUMEHEHUIO B
dosnwru // (I13/AJ]) gonbru. Tlo | nauky KapTOHHYIO.
2 6nMcTepa ¢ HHCTPYKLHEH 1O
NPUMEHEHHIO B IMauKky
KapTOHHYIO.
16 | Labeling / MapkHpoBKa According to ND / B coorseTcTuy ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiie 25 °C.
Xpanenue
18 | Shelflife / Cpok roasoctu 2 years /2 ropia

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Ipoaykr coorsercrsyer Tpeboarnsam HI 3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TTonrorosieHo: ITporepeno: Opobpeno: Mcueqmep / PYKOBOJIHTEND
Ankit (/A Himesh M’Pawan Kumar y

Print Date / Print Date / Print Date /

Jara: 30.11.2021 Jara: 30.11.2021 JHara: 30.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



