Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

www.drreddys.com

CEPTUO®HUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoi" Dkenpecc (keToposak) TabneTkH, AMCIIEprupyemMble B [0JIOCTH pTa, 10 mr

Batch No / : V2200950 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O0nem cepur 36,00,000 Tab
Analytical Report No / : 890001592256 Date of Analysis / 26.05.2022
AHanuTHYecknil oTueT No Jara anannsa

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JlaTa npou3BOACTBA T'open go

Analysis performed according ND / Ananns nposenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Pagel of 7/Crp. 1 u3 7

Y®-cnexkrpodoTomerpus

1;00 Test / Iloka3zaTenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyribie, IIOCKHE Kpyruble, muockue TabneTku ¢ Gpackoi,
TabneTku ¢ packoi, CBETIO- CBETJIO-KENTOro LBeTa ¢ rpaBUPOBKOM
XEJITOro [[BeTa C TPaBUPOBKOM «» Ha OTHOI CTOpOHE.
«l» Ha OHOY CTOPOHE.
2 Identification / IloaauHHOCTH
Ketorolac / Kemopoaak
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®-cnexrpsl
MOTJIOMIEHHU UCIBLITYEMOTO PacTBOpa v
pacTBopa  CTaHmapTHOro  obpasra
KeTopoNiaka TPOMETaMMHA  JIOJDKHEI
UMETh MaKCUMYMBI TIpH OJIHOH H TOH xe
JUTMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
Ipumeuanue: [TponykT coorBercTBYeT Tpebosanuam HJ

Conclusion : APPROVED /
Zakawuenne: OJJIOBPEHO

Prepared by /
IMonrorosneno: Ankit

Checked by /
[posepeno: Naresh Kumar

&

Approved by: Manager/Executive /
Ono6peno: MeHemxep / PykosoauTennb
Pavan Kumar Sharma {4

Reprint Date /
Hara: 26.05.2022

Reprint Date /
Jara: 26.05.2022

Reprint Date /
JHara: 26.05.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkr: Ketopon” Dkenpece (keToponak) TabineTku, AMCNEPrupyeMBIe B TIOIIOCTH pTa, 10 mr
Batch No / : V2200950 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001592256 Date of Analysis / 26.05.2022
AHAIUTHYECKHH oTUeT No Jlata ananusa
Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JlaTa npon3BoicTBa T'onen no
Analysis performed according ND / Anann3 nposesen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page2of 7/ Crp. 2 u3 7
1;.:) Test / [lokasaTe/b Results / PesyabTaThl Specification / Hopma

b) By HPLC / BDXKX

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  yIdepXHBaHUsA
OCHOBHOIO TMHKa Ha XpOMaTorpaMme
UCTIBITYEMOTO  PacTBopa  MOJDKHO
COOTBETCTBOBATh BpeMeHU
yIEpXXMBaHHS OCHOBHOTO IMKa Ha
XpOMaTorpamme pactBopa
craHpapTHoro obpasna KeTopoJiaka
TpOMeTaMHHa (pazzen

«KonnuecTBeHHOE onpenenel-me»).

Remarks : The Product conforms to ND/
[Mpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
IToxrorosneno: Ankit

Checked by /
[porepeno: Naresh Kumar

i".l £
L’A:\__,_...--

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykosoauTens
Pavan Kumar Sharma \ s

—_—

—

)
(&
Reprint Date /

Jara: 26.05.2022

Reprint Date /
Harta: 26.05.2022

Reprint Date /
Hara: 26.05.2022

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
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTU®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykT: Keropon” Dkenpece (keToposnak) TaGNeTKM, AMCNEprupyeMbie B HonocTy pra, 10 Mr

Batch No / : V2200950 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0beM cepHH 36,00,000 Tab
Analytical Report No / : 890001592256 Date of Analysis / : 26.05.2022
AHaJIHTHYECKHH oTyeT Ne JlaTa aHa/IM32

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024
JlaTa mpoH3BOACTBA Tonen 1o

Analysis performed according ND / Anayin3 nposejed 1o HI:

JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel ot 27.12.2021)

Page 3 of 7/ Crp. 3 u3 7

1;.:) Test / [TokazaTeib Results / Pe3yabTaThl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTDL butylhydroxyanisole peaks on the
Gy THITHAPOKCHAHM30J1 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). / DBpemeHa yIepXHBaHUA
OUKOB  2-OyTWITHIpOKCHAHM30Mla U
3-6yTHATUAPOKCHAHK3011a Ha
XpoMaTorpaMme HCIBITYEMOTO
pacTBOpa J[OJDKHBL COOTBETCTBOBATh
BpeMeHaM yAepKUBAHUA MUKOB
2-6yTHArHIPOKCHAHK30]1a n
3-6yTUArMIPOKCUaHU30J1a Ha
XpOMaTOrpaMme pacTBoOpa
CTaHIapTHOTO obpasua
OyTHIArHAPOKCHAHK30JIa (paznen
«ConepxaHue
GYTUNHAPOKCHAHU30IIA»).
4 Average weight / Cpennsns 69.1 mg/ 69.1mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 mr (70,0 Mr £ 4,0 %).

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

[Tpumedanue: [IpoayKT COOTBETCTBYET Tpebosanusam HJI Sakmouenue: OJJOSPEHO

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

[MoprorosneHo:Ankit TTposepeno: Naresh Kumar Ono6peHo: MeHemwxkep / PykoBoauTesb
d/ @: Pavan Kumar Sharma < rf«__— -

Reprint Date / Reprint Date / Reprint Date /

Jata: 26.05.2022 Jarta: 26.05.2022 Jara: 26.05.2022

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:

CIN: L85195AP1984PLC0O04507
www.drreddys.com

mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Dkenpecc (keToponak) TaGNeTKH, MCTIEPrHpyeMbie B NOJIOCTH pTa, 10 Mr

Batch No/ : V2200950 Batch Quantity / : 36,00,000 tab/
Cepusa Ne O06beM cepun 36,00,000 tab
Analytical Report No / : 890001592256 Date of Analysis / : 26.05.2022
AHaJuTHYECKHI oTueT N2 JlaTa aHaJu3a

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024
JlaTa NpoH3BOJACTBA Toxen o

Analysis performed according ND / Anan3 nposeJieH no HA:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Paged4of 7/Crp. 4137
1;.? Test / [lokasaTensb Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOPOAHOCTL MACCHI 2/20 tablets - not more than £ 20 % /
18/20 Tabnerox — He Gomee + 10 %
2/20 tabnetok — He 6ozee = 20 %
5 Disintegration time / 19sec/ 19 cek Not more than 3 min / He 6onee 3 MuH
Pacnagaemocth
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
. C15H13NO3C4H11NOs (ketorolac
Unit-2 / Ta6n-2 98% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNO3*C4HiNO;3
. . (keToponaka — TPOMETaMHMH)  depes
Unit-4 / Tabn-4 101% 15 MuH
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
HducnepcHocTh 710 um sieve is formed. / Obpasyetcs
OIHOPOAHAs CYCIEH3Hs, NpOXonsiilas
CKBO3b CHTO C pasMepoM OTBEPCTHH
710 MKM.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TMpumeuanne: [IpogyKT COOTBETCTBYET TPEOOBAHMAM HI 3axmovyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Ankit IMpoeepeno: Naresh Kumar Ono6peno: Menemxep / Pykasoauresns
/]v' @ Pavan Kumar Sharma ~ <len——
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.05.2022 Jara: 26.05.2022 Jlara: 26.05.2022

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 ":'.

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIM3A arredays.
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxrt: Keropon™ Dkeripecc (keToponak) tabiaeTki, IHCAeprupyeMbie B M0JOCTH pTa, 10 mr
Batch No / : V2200950 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O0Bbem cepuu 36,00,000 Tab
Analytical Report No / : 890001592256 Date of Analysis / 26.05.2022
AHajguTH4ecknii oryet Ne JlaTta anajin3a
Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JlaTa mpoH3BOACTBA I'onen g0
Analysis performed according ND / Ananus nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)
Page 5 of 7/ Crp. Sus 7
8 Related impurities / PoncreeHHble NpuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-riuipoKcHaHanor
KeTopojiaka
ketorolac 1-keto analog/ 0.04 % Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaor KeTopoJaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHASL
HenAeHTHQUIHPOBaHHAsA
[IpUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMa npumMeceit
9 Water / Bona 1.9% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHu4ecKue pacTBOPUTE/IH

Isopropyl alcohol /
H3omponaHos

2pg/tab/ 2 pg/tab MKr B
TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks : The Product conforms to ND/
[pumeuanue: ITponykT cootBeTcTByeT Tpeboranuam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankit~,

(2

Checked by /
[Mposepeno: Naresh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoaurels

Pavan Kumar Sharma <k«
o=

=

Reprint Date /
Ilata: 26.05.2022

Reprint Date /
Hara: 26.05.2022

Reprint Date /
Hara: 26.05.2022

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
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CERTIFICATE OF ANALYSIS

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

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykt: Keropon" Dkenpecc (keToponak) TabaeTki, AMCHEPrupyeMblie B IOI0CTH pTa, 10 mMr

Batch No / : V2200950 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O0BeM cepu 36,00,000 Tab
Analytical Report No / : 890001592256 Date of Analysis / : 26.05.2022
AHanaTHYeCKHil oTueT Ne JaTa anaansa

Date of Manufacture / : May.2022 Date of Expiry / . Apr.2024
Hara mpou3BoAcTBA T'open go

Analysis performed according ND / Anann3 nposefex no HJI:
JIIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7
11 | Microbial enumeration tests / Muxpo6nosorndeckasi yncrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1uee 4yucio Meuee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / OOmiee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APOMOKEBBIX H
TUIECHEBBIX I'pHOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OtcytcTBHE B 1 T
12 Uniformity of dosage units / 4.2 Acceptance value (AV) not more than
OaHopoaHOCTh 15.0 / TIpuemouHoe 3HaueHue (AV) He
JA03UPOBaHHUA ooiee 15,0.
13 Assay / KontuuecTBennoe 9.7mg/9.7 mMr From 9.0mg to 11.0mg  of
onpejesieHHe (97.3 %) C15H13NO3*C4sH | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr no
1 1,0 M C15H13NO3'C4H11NO3
(keToponaka tpomeramuH) (ot 90,0 no
110,0 % OT 3asBIEHHOTO KOJUYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0941mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0941 mr B TabneTke He menee 0,042 Mr B Tabnerke
Oy TU/ITHAPOKCHAHN30J1A

Remarks : The Product conforms to ND/
[pumeuanue: IIpofyKT COOTBETCTBYET TpeDoBaHUAM H/I

Conclusion : APPROVED /
3axmrouenue: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Ankit Iposepeno: Naresh Kumar

(B b

Approved by: Manager/Executive /
Opno6peno: Menemxep / Pykgsoanteib
Pavan Kumar Sharma ~ <h———~

—

Reprint Date / Reprint Date /
Jata: 26.05.2022 Jara: 26.05.2022

Reprint Date /
Jara: 26.05.2022

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: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Ketopon® Dkenpece (keToposiak) TabAeTKH, AUCTIEPrUPYEMBIE B NIOJIOCTH PTa, 10 mr

Batch No / : V2200950 Batch Quantity / : 36,00,000 tab /
Cepusn Ne 061Lem cepnn 36,00,000 Tab
Analytical Report No / : 890001592256 Date of Analysis / : 26.05.2022
AnanuTHYecKHi oTueT No JlaTa anaausa

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024
Jlara npou3BoacTBa I'ogen no

Analysis performed according ND / Auanus nposexes no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page 70f 7/ Crp. Tus 7

15 | Package / YnaxkoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetox B
6nuctepe w3z (MTA/AJVIID ¢
Brnaronornorureiem/[19BIT)
doneru // (IT3/AJT) doneru. Io
2 6nHcTepa ¢ MHCTPYKLIMEH MO
MPHMEHEHHIO B nayKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 Tabnetox B
onucTepe u3 (ITA/AJI/TID c
pnarornornoTuteliemM/[IOBII) doneru //
(T12/AJT) dponeru. Mo 1 unu 2 Gnuctepa ¢
UHCTPYKLHMEH MO0 NPUMEHEHHUIO B Ma4Ky
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBetcTBUM ¢ HJ|

XpaHeHue

17 Storage conditions /

Below 25 °C. / Ilpu Temneparype He Boiie 25 °C.

18 Shelf life / Cpok roanocTn 2 years/ 2 roa

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* JIpH BBIyCKe JIEKAPCTBEHHOT0 NpernapaTa KOHTPOJIb KA4ecTBa [0 M0Ka3aTeNo
«MHKPOGHOIOrHYECKAs THCTOTA» MPOBOXUTCS A KaKA0H 20-0if cepuu, WA I OIHO# CepHH B I'OJ,
B 32BUCHMOCTH OT TOT0, YTO HACTYNHT paHbUIe.

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

Ipumedanue: [TpOYKT COOTBETCTBYET TpeOOBAHHAM H 3axsmouenne: OJJOBPEHO

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

Tloarotosneno: Ankit [Iposepeno: Naresh-Kumar Opobpexo: Menemxep / Pyk@Bonurens
@ _ Uffﬁ Pavan Kumar Sharma < I‘:: =

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.05.2022 Hara: 26.05.2022 Jata: 26.05.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com




