Dr.Reddy’s ":‘

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

CEPTHO®HUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon” Dxernpece (xeToposak) TabIeTKH, AMCNEPrupyeMbi€ B IIONIOCTH PTa, 10 Mr
Batch No / : V2200748 Batch Quantity / : 36,00,000 tab /
Cepnsa Ne O06neM cepnu 36,00,000 Tab
Analytical Report No / : 890001587116 Date of Analysis / 26.04.2022
ABaaaTHYECKHI oTyeT No Jara anaan3a
Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JlaTa Npon3BOACTBA T'onen no
Analysis performed according ND / Axau3 nposejieH 1o HI:

JI1-004929-011119 (amend Nel from 97.12.2021 / nuamenenne Nel ot 27.12.2021)

Page1of 7/Crp.1m37

No . .
No Test / [lokasaTenb 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. / Kpyrnbie, IJI0CKHE Kpyruble, NIOCKHe TabneTK ¢ dackoil,
TabneTKy ¢ Bpackou, CBETIO- CBETIO-KENTOTO LBETa C IPaBHPOBKOM
KEJITOTO LBETA C IPaBUPOBKOH «(» Ha OXHOH CTOPOHE.
«l» Ha OJIHOM CTOpOHE.
2 Identification / Ilop1MHHOCTD

Ketorolac / Kemoponak

a) Byuv/
YV O-cnexTpoPoToMETpUA

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-crexTpsl
[OIJIOMIEHUS UCIILITYEMOTO pacTBoOpa
pacTBOpa  CTaHHAPTHOTO obpasiia
KkeTopojaka TpPOMETaMHUHA  JROJDKHBI
UMETH MAaKCUMYMbi IPH OJHOM ¥ TOM K&
IUTHHE BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Mpumeuanne: [1pogyKT COOTBETCTBYET tpedosannam HJL

Conclusion : APPROVED /
3axmouenne: OTOBPEHO

Prepared by /
Tlonrotosneno: Ankit =

(A

Checked by /
IMposepeHo: P(avesh Rana

N

Approved by: Manager/Executive /
Onobpeno: Menemwxep / PykogoanTtenb
Manoj Kumar i

Fdguet

Reprint Date /
Jara: 26.04.2022

Reprint Date /
Jara: 26.04.2022

Reprint Date /
Jlata: 26.04.2022

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, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon” Skenpece (ketoponak) TabneTk, AMCHEPrHpyEMbIe B IIOJIOCTH pPTa, 10 mr

Batch No / : V2200748 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM ceplH 36,00,000 Tab
Analytical Report No / : 890001587116 Date of Analysis / 26.04.2022
Ananurndecknii oruer Ne JlaTa anajinza

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JaTa npon3BoAcTBA I'onen o

Analysis performed according ND / Anasius nposexen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page2of 7/Crp. 2 m37

No

Test / [Toka3zaTeanb
Ne

Results / Pe3ysibTaThl

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). / Bpemsa yaepKHBaHUA
OCHOBHOIO THKa Ha XpoMaTorpaMme
UCIIEITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBAThb BpeMeHU
yIepKUBaHUS OCHOBHOTO IIHKa Ha
XpOMAaTOTPaMMe pacTBOpa
CTaHAapTHOTO KeTopoJiaKa
TpOMETaMHHa (pazmen
«KoIM4eCTBEHHOE OTIPEHEICHUEN).

obpaszua

Remarks : The Product conforms to ND/
Ipumeuanue: [ponykt cooTBeTcTByeT Tpebosannam HIT

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IToarorosnexo:Ankit

/

Checked by /

IIpoBepeHo: z.-‘mvesh Rana
- ;_I ;

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens

Manoj Kumar 1 o
frm e

Reprint Date /
Jara: 26.04.2022

Reprint Date /
Hara: 26.04.2022

Reprint Date /
Hata: 26.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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
www.drreddys.com

CEPTHOPHKAT AHAJTI3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon™ Dkenpece (keToponak) TabneTkH, AMCneprupyembie B MOJIOCTH pTa, 10 Mr

Batch No / : V2200748 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BeM cepin 36,00,000 Tab
Analytical Report No / + 890001587116 Date of Analysis / 26.04.2022
AHaJIHNTHYECKHI oT4YeT Ne Jara anaausa

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JlaTa npou3sBoacTBA Tonen no

Analysis performed according ND / Auayii3 npoBejeH no H:
JIN-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page30f7/Crp.3u37

1;.2 Test / [TokazaTenb Results / PesyabTaTsl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoannHHOCTH butylhydroxyanisole peaks on the
Oy THJITNAPOKCHAHN30JT 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). / BpeMmeHa yHepXUBaHUA
NUKOB  2-OyTWITHAPOKCUAHM3ONA U
3-6yTHArHAPOKCUaHA30J1a Ha
XpOMaTorpaMme UCTILITYEeMOT0
pacTBOpa [OJDKHBI COOTBETCTBOBAThH
BpEMeHaM yIepKUBAHU ITHKOB
2-0yTHNTHAPOKCHAHU30NA U
3-6yTHATHAPOKCHAHH301a Ha
XpoMaTorpaMme pactBopa
CTaHOaPTHOTO obpazua
OYTHUITHAPOKCHAHN301a (pazmen
«ConeprxaHue
OyTUIrMIPOKCHaHU30May).
4 Average weight / Cpenuss 69.4mg/ 69.4mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr 1o 72,8 Mr (70,0 mr+4,0 %).

Remarks : The Product conforms to ND/
Ipumeuanue: [TPOLYKT COOTBETCTBYET TpeOOBAHHAM HJ

Conclusion : APPROVED /
3axiaouenne: OJTOBPEHO

Prepared by /
TTonrorosneHo: Ankit

(*

Checked by /
Ipoeepero: Pravesh Rana

Vs

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoanTelis

Manoj Kumar | M

Reprint Date /
Jara: 26.04.2022

Reprint Déte /
Hara: 26.04.2022

Reprint Date /
Jara: 26.04.2022

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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CEPTUDHUKAT AHAJIHU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Okcnpecc (keToponak) TadbneTku, AMCNepripyemMbie B MOJI0CTH pTa, 10 Mr

Batch No / : V2200748 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6bem cepun 36,00,000 a6
Analytical Report No / : 890001587116 Date of Analysis / : 26.04.2022
AHajgaTHYeCKHH oTueT Ne Jara aganusa

Date of Manufacture / : April. 2022 Date of Expiry / : Mar.2024
JlaTa npoH3BOACTBA Topen mo

Analysis performed according ND / Ananns nposeaen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page4 of 7/ Crp. 4 u3 7

i:) Test / Iloka3aTenb Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOPORHOCTE MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He OGonee + 10 %
2/20 Tabnetok — He Gonee + 20 %
5 Disintegration time / 23 sec/ 23 cek Not more than 3 min / He Gonee 3 Mun
Pacnagaemocth
6 Dissolution / PacTtBopenue Unit-1/ Tabn-1 101% Not less than 75% (Q) of
. CisHi3NO3C4H11INO3 (ketorolac
Unit-2 /‘Ta6,n—2 99 % tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 97 % 75% (Q  CisHisNO3*C4H11NOs
i ) (keTopoynaka  TPOMETaMMH)  4Yepe3
Unit-4 / Tabn-4 97 % 15 MuH
Unit-5 / Tabx-5 99%
Unit-6 / Tabn-6 98 %

7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a

JucnepecHOCTSs 710 um sieve is formed. / Obpasyercs
ONIHOpOIHAs CYCNEH3MA, MpOXOAsALas
CKBO3bL CHTO C pa3MepoM OTBEPCTHH
710 MKM.

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

[pumeuanne: [IpoaykT coorBeTcTByeT Tpeboanuam HJJ 3akmouenne: OJJOBPEHO

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

IoarorosneHo: Ankit [Tporepeno: Pyavesh Rana Ono6peno: Menemxep / PykosoauTtenb

Manoj Kumar ] N/
i ’__h]?_ A e
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.04.2022 Hara: 26.04.2022 Hara: 26.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 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,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Drenpece (keToposiak) TabNeTKH, ANCTEpripyeMbie B MOJIOCTH pra, 10 Mr

Batch No / 1 V2200748 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001587116 Date of Analysis / 26.04.2022
AHANATHYEeCKHi oTyeT Ne JaTta anannsa

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JlaTta npon3BOACTBA T'ogen o

Analysis performed according ND / Anain3 npoBsejeH no HA:
JIIT-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 50f 7/ Crp. Suz 7

8 Related impurities / PoacTBeHuble IpUMecH

ketorolac 1-hydroxy analog /
1-ruApoKcHanaIor
KeToponaxa

Below limit of Detection
(LOD:0.0010%)

Not more than 0.5 % / He 6onee 0,5 %

ketorolac 1-keto analog/
1-KeToaHaNoT KeToponaka

Not more than 0.5 % / He Gonee 0,5 %

0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
e IMHIYIHAs
HeuJeHTHOUINPOBaHHAsA 0.04%
npuMech
Total impurities / 0.1 % Not more than 1.0 % / He 6oxee 1,0 %
CyMma nmpumeceit
9 Water / Boaa 23% Not more than 7.0% w/w /.

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTo4ynble opranuiecKue pacTBopure/in

Isopropyl alcohol /
H3onpomnanon

3 pg/tab/ 3 pg/tab MKr B
TabneTke

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

Remarks : The Product conforms to ND/
[Tpumeuanue: [Tpoaykt coorsercTByeT Tpedopanuam HJT

Conclusion : APPROVED /
3akawouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ankit

Checked by /
[IpoeepeHo: Pravrsh Rana

- ,'—)

e

—

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykopoauTens

Manoj Kumar ‘)‘21,“ /
Anndusst

(A

Reprint Date /
Jlara: 26.04.2022

Reprint Date /
Hara: 26.04.2022

Reprint Date /
Hara: 26.04.2022

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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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

CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon" Dxenpece (ketoponak) TabeTKH, AUCTIEPrUPYEMbIE B TIOTIOCTH pTa, 10 mr

Batch No / : V2200748 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001587116 Date of Analysis / 26.04.2022
ABAJTHTHYECKHH 0T4eT Ne JaTa anaamsa

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JlaTra npon3BoOACTBA I'open no

Analysis performed according ND / Ananns nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page 6 of 7/ Ctp. 6 m3 7

11 | Microbial enumeration tests / MukpoGuonoruieckas 4ncrora*
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 MHKpPO-
OpraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1uee Menee 10 KOE/r He 6onee 100 KOE/r
YUCJIO IPOAOKEBBIX U
MIECHEBBIX IPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcytctBue B 1 T
12 Uniformity of dosage units / 6.2 Acceptance value (AV) not more than
OaHopoAHOCTH 15.0 / TlpuemouHoe 3Hadenue (AV) He
103UPOBaHUA 6onee 15,0.
13 | Assay/KoauyecTBeHHOE 10.0 mg/ 10.0 Mr From 9.0mg to 11.0mg of
onpeaelieHue (100.2 %) C15H13NO;3C4H| INO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet/ Ot 9,0 mr 10
1 1,0 Mr C15H13NO3°C4H[1NO3
(xeToponaka TpomeTamuH) (ot 90,0 mo
110,0 % OT 3ajBIEHHOTO KOJHUYECTBa) B
TabneTKe
14 | Butylhydroxyanisole 0.0916 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0916 mr B TabneTke He menee 0,042 Mr B Tabnetke
GyTHUIrnApOKCHAHM30J1a

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT cootBeTcTyeT TpeboBanusam HJL

Conclusion : APPROVED /
3axmogenne: OJOBPEHO

Prepared by /
[MoarorosneHo:Ankit_

(£

Checked by /
IMposepero: Pravesh Rana

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonutenb

Manoj Kumar ? ]

Reprint Date /
Jara: 26.04.2022

Reprint Date /
Hara: 26.04.2022

Reprint Date /
Iara: 26.04.2022

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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CERTIFICATE OF ANALYSIS

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

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

CEPTH®HUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon™ Dkenpece (keToponak) TabneTku, AHCTIEPrupyemble B NOIOCTH PTa, 10 Mr
Batch No / : V2200748 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BLeM cepuu 36,00,000 Tab
Analytical Report No / : 890001587116 Date of Analysis / 26.04.2022
AHanuTHYecKHH oTueT No JaTta ananusa
Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JlaTa npoH3BoACTBA I'open no
Analysis performed according ND / Ananus nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)
Page 7 of 7/ Crp. 7u3 7
15 | Package/ Ynakoska 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 TabmeTox B
information leaflet in a carton | Onucrepe u3 (MA/ATVITD c
pack. / Tlo 10 Tabnerox B | Bmaronornorutenem/IIOBIT) donbru //
oaucrepe w3 ([TA/AJI/TID ¢ | (TID/AJT) doneru. o 1 wmu 2 GaucTepa ¢
piaronornotutesnem/I15BII) HHCTPYKLMEH MO MPUMEHEHHUIO B MAYKy
toneru // ([12/AJ]) donbru. Ilo | KapTOHHYIO.
2 OnucTepa ¢ MHCTPYKUUEH N0
HIPUMEHEHUIO B NayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootsetcTBuu ¢ HJ]
17 | Storage conditions / Below 25 °C. / Tlpu Temmepatype He Boiiue 25 °C.
XpaHenue
18 | Shelf life / Cpok roanocru 2 years /2 roza

* 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.

* [Ipu BBINYCKE JIEKAPCTBEHHOr0 IPENapaTa KOHTPOJIb Ka4ecTBa 10 MOKA3aTe.li0
«MUKPOGHOIOTHYECKAS THCTOTA) MPOBOXUTCS 151 Kaxaoi 20-oii cepan, WM AJIs OJHO¥H cepHH B rof,

B 3ABHCHMOCTH OT TOI'O, YTO H

ACTYHHT paHbllie.

[Ipumeuanue: [IpoayKT COOTBET:

Remarks : The Product conforms to ND/

cTByeT TpeboBanusm HJ|

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ankit [TpoepeHo: Pravesh Rana Onobpeno: Menemxep / Pykopoauresnsb
?j p ( Manoj Kumar i (
( A_ 0 _.%,1_. pul
Reprint Date / Reprint Date / Reprint Date /
JHata: 26.04.2022 Hara: 26.04.2022 JlaTa: 26.04.2022

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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