Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 2C5, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon™ Dkenpece (ketoponak) TableTkH, AMcneprupyempie B NoaocTy pra, 10 Mr

Batch No / : V2202099 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6bem cepun ~36,00,000 Tabd
Analytical Report No / : 890001622941 Date of Analysis / 27.10.2022
AHanuTHYecKHil oTueT Ne JlaTa ananansza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JlaTa npon3Boacrea I'open no

lnalysis performed according ND / Ananns nposeaen no HJ:
JIII-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Pagelof7/Crp.1m37

VY ®-cnekTpooTOMETpUs

No : 3
No Test / [lokasaTenb Results / PesynbTaThl 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. / Kpyrnble, niockue Kpyrable, miockue Tabnetky ¢ packoi,
Tabnetku ¢ dackoii, ceeTno- CBETJIO-XKENTOTO LBETA C TPaBUPOBKOM
JKEJITOro UBETA C rPaBUPOBKOM «l» Ha onHOM cTOpOHE.
«l» Ha 0HO#i cTOpOHeE.
2 Identification / [TonnHHOCTD
Ketorolac / Kemoponak |
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
TOTJIOIEHUS UCTILITYEMOTO pacTBopa H
pactBopa  cTaHapTHOro  obpasua
KETOpofiaka TPOMETaMHHA  JOJIMKHbI
HUMEeTh MaKCUMYMBbI NPY OJHOMN U TOH Xke
IUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: Ilpogykr coorBeTcTBYET TpeboBanusam H/JI

Conclusion: APPROVED /
3axiarwyenne: OJOBPEHO

Jarta: 27.10.2022

Jara: 27.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneno: Naresh Kumar | IIpoBepeno: Pardeep Kumar OpnobpeHo: Menemxep / Pykosoguresns
[ p : E
)}: L = ( - Manoj Kumar }‘IEL“‘ g,ﬂd
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www drreddys.com
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Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS ~ Tel: +91 98160 5690102
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon” Dxcnpece (keToponak) TabneTku, Aucneprupyemsie B nonoctu pra, 10 mr

Batch No / 1 V2202099 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo0bem cepun 36,00,000 Tab
Analytical Report No / : 890001622941 Date of Analysis / : 27.10.2022
AHAJIUTHYECKHI 0TueT No JlaTa ananun3sa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JlaTa npon3BoJacTBa Toaen no

Analysis performed according ND / Ananu3s nposeaen nmo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmeHenne Nel ot 27.12.2021)

Page2of 7/Crp.2m3 7

No

Test / [Toka3zaTenb
Ne

Results / Pe3yabTaTht 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  yaepxuBaHUs
OCHOBHOI'0 [1MKa Ha XpOMaTOrpamMMe
UCNBITYEMOr0  pacTBopa  JOMKHO
COOTBETCTBOBATh BpEMeEHH
yIEepKHUBaHUST OCHOBHOTO THUKAa Ha
XpoMmarorpamme pacTBopa
craHgapTHoro obpa3ua KeToponaka
TpOMeTaMHHa (pa3znen
«KonM4eCTBEHHOE ONPEAEEHHUER).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: [Ipoaykr cootBeTcTBYeT Tpebosanuam HJI Bakawuenue: OJJOBPEHO

Prepared by /
IMonrorosneno: Nargsh Kumar

a

Checked by / Approved by: Manager/Executive /
[Mposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosogurens

i _ Manoj Kumar @ ,uﬁll

Reprint Date /
Jara: 27.10.2022

Reprint Date / Reprint Date /
Hara: 27.10.2022 Hara: 27.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hilts, Hyderahad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4500 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT 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
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon" Drenpece (ketoponak) TabneTky, AUCNEpripyemble B NOJIOCTH pra. 10 mr

Batch No / 1 V2202099 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nbem cepun 36,00,000 Tad N
Analytical Report No / : 890001622941 Date of Analysis/ 27.10.2022
ApamuTnyeckuit otyer Ne Jlara aHaau3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024

Jarta npousBoacTsa Togen no

Analysis performed according ND / Ananns nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3amenenne Nel ot 27.12.2021)

Page3of 7/C1p.3m3 7

Oy THAMMAPOKCHAHU3O0JI

i.:) Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
TToaAMHHOCTD 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). / BpemeHa yaepKuBaHuA
NUKoB  2-OyTUNTMApPOKCHAHW30NA U
3-6yTUNTrMIPOKCHAHU30Ma Ha
XpoMaTorpaMme UCMBITYEMOTO
pacTBopa JOMKHB COOTBETCTBOBATbH
BpeMEHaM YAEpKUBAHUA NMKOB
2-6yTHArMAPOKCUAHHM30NA n
3-0yTWIrHAPOKCUaHU301a Ha
XpoMmaTorpaMmme pacTeopa
CTaHIApTHOTO obpasua
OYTUNrMAPOKCHaHU30]1a (pa3men
«CopnepxaHue

OYTHITHAPOKCUAHU3O0IAN).

4 Average weight / Cpennss
macca

70.0 mg/ 70.0 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 mr no 72,8 Mr (70,0 Mmr+ 4,0 %).

Remarks: The Product conforms to ND/

[Mpumeuanwue: [Ipoaykt cooreercTayet Tpedosanuam HJL

Conclusion: APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /
IMoaroroeneno: Naresh Kumar

7

Checked by /
IMposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauresb
1

Manoj Kumar w

Reprint Date /
Hara: 27.10.2022

Reprint Date /
Jara: 27.10.2022

Reprint Date /
Hara: 27.10.2022

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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Dr. Reddy s °. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon" Dkcnpecc (keToposiak) TabieTku, AHCHeprupyemMble B 00g10CTH pra, 10 mr

Batch No / : V2202099 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36.00,000 Tab
Analytical Report No / : 890001622941 Date of Analysis / : 27.10.2022
AHanuTHYecKHi oT4yeT Ne JlaTa aHanau3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jlata npoun3BoacTBa Tozen no

Analysis performed according ND / Anann3s nposenen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel or 27.12.2021)

Page4 of 7/ Crp. 4u3 7

1;.:) Test / [NokazaTenn Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTH MACCHI 2/20 tablets - not more than = 20 % /

18/20 Tabnetok — He Oonee 10 %
2/20 tabnetok — He 6onee = 20 %

5 Disintegration time / 25 sec / 25 cex Not more than 3 min / He 6onee 3 muH
PacnagaemocThb

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 102 % Not less than 75% (Q) of

. C15sH13NO3C4H1NO; (ketorolac
Unit-2 / Tabn-2 1024% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% | 75% (Q)  CisHiaNO3+*CiHiiNOs

. . (keToposiaka  TpOMETaMMH)  4depes
Unit-4 / Tabn-4 101 % 15 MHH
Unit-5 / Tabn-5 102 %

Unit-6 / Tabn-6 102 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocThb 710 pum sieve is formed. / Obpazyerca

OIHOpOAHAS CYCHEH3MsA, NpOXOoAsInas
CKBO3b CHTO C pPa3MepoM OTBEPCTHI
710 MKM.

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

[pumeyanue: [Tpoaykr coorBercTByeT Tpebopanuam HJI Zaxmouenne: OJJOBPEHO

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

[Moarorosneno: Naresh Kumar | IIposepeno: Pardeep Kumar Ono6peHo: Menemxkep / Pykosoaurenb

p Manoj Kumar T )
& ~— [0
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.10.2022 Hara: 27.10.2022 Jara: 27.10.2022

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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Dr. Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
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www.drreddys.com

CEPTUOHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Dis_integrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (keToponak) TableTKH, AUCNeprupyemble B N0JA0CTH pTa, 10 mMr

Batch No / : V2202099 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001622941 Date of Analysis / : 27.10.2022
AnanuTnueckuii oruer Ne JlaTa aHajauza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JaTta npoussoacTsea T'open no

Analysis performed according ND / Ananus nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021) o

Page50f7/Crp.S5u3 7

8 Related impurities / PoacTBeHHble npiMecH
ketorolac 1-hydroxy analog / Below Limit of Not more than 0.5 % / He 6onee 0,5 %
l-FI/IllpOKCMaHaJTOI‘ Detcction(LOD:0.00lO%)
KeToponaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keToaHasor KeToponaka 0.02%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IVHHUYHas 0.05%
HeuAeHTU(ULMPOBaHHAA
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumMeceit
9 Water / Boaa 23% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTtaTouHble OpraHn4ecKue pacTBOPHTENH
Isopropyl alcohol / 4 pg/tab / 4 mxr B TabneTtke Not more than 350 pg/tab /
HzonponaHoin He 6onee 350 Mkr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: [Iponykt coorBeTcTBYET Tpebosanusm HJI 3axutrouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Naresh Kumar | Ilpoeepeno: Pardeep Kumar Ono6peHo: Menemkep / Pykooanrenb
@ 4_# Manoj Kumar A ] &535[—-“
Reprint Date / Reprint Date / Reprint Date /
Jlata: 27.10.2022 Jara: 27.10.2022 Jara: 27.10.2022

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 ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hpoayxr: Keropon” Dkenpece (keTopoak) TabAETRH, AUCHIEPrHPYEMbIC B MONOCTH PTa, 10 mr
Batch No / : V2202099 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6bem cepnu 36,00,000 Tab
Analytical Report No / : 890001622941 Date of Analysis / 27.10.2022
AnanuTHYeckHii oTyer Ne Jara ananuza
Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JlaTa npou3BOACTBA Togen mo
Analysis performed according ND / Anann3 nposeaen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021) J
Page 6 of 7/ Ctp. 6 m3 7
11 Microbial enumeration tests / MukpoGuosiornueckas uucrora®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obiuee yucno He 6Gosee 1000 KOE/r
a3pOOHBIX MHUKDO-
OpraHusMoB
b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / Ob1iuee He 6onee 100 KOE/r
YHUCIIO JAPOAIKEBBIX U
IJIeCHEBbIX TpubOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OTtcyrctBUe B 1 T
12 Uniformity of dosage units / 6.6 Acceptance value (AV) not more than
OaHopoaHoCTL 15.0 / IlpuemouHoe 3Hauenue (AV) He
I03UPOBaHHS 6onee 15,0.
13 | Assay/ KosnyecTBeHHOE 10.2 mg/10.2 mMr From 90mg to 11.0 mg of
onpejesieHRe (102.2%) C15H13NO3*C4H |1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr o
11,0 mr Ci5sH13NO3C4H (NO3
(keToponaka tpoMeramuH) (oT 90,0 nmo
110,0 % oT 3asBIEHHOTO KONHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0986 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0986 mr B TabneTke He Menee 0,042 mr B TabneTke
Oy THJAMHAPOKCHAHU30J12

Remarks: The Product conforms to ND/
[pumeyanue: IIponykT cooTeTcTBYET Tpebopanusm H/JL

Conclusion: APPROVED /
Zaxmouenune: OJJOBPEHO

Prepared by /
INonrorosneHo: Naresh Kumar

7

~

Checked by /
[MpoepeHo: Pardeep Kumar

={ -

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykosoauTens
Manoj Kumar

Reprint Date /
Jara: 27.10.2022

Reprint Date /
Jata: 27.10.2022

Reprint Date /
Jara: 27.10.2022

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

CIN: L85195AP1934PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon” Drenpece (keToponak) TadbneTki, AUCHEPrHpYEMbIE B MONOCTH Prd. 10 Mr

]

Batch No / : V2202099 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oobnem cepun 36,00,000 Tab
Analytical Report No / : 890001622941 Date of Analysis / 27.10.2022
AHanuTndecknii ordet Ne JlaTa aHau3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa npou3BOACTBA I'onen oo

Analysis performed according

JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

ND / Auanu3 nposenex no H/I:

Page70f 7/ Crp. Tu3 7

15 | Package/ Ynakoeka 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 TabreTok B
information leaflet in a carton | 6nucrepe n3 (TTIA/AJVITD c
pack. / Tlo 10 Tabnerox B | Bnaromormorutenem/[I3BIT) ¢onbru //
onucrepe w3 (MA/AJ/ID ¢ | (T13/AJT) donbru. TTo 1 nim 2 6auctepa ¢
snaronornotutenem/[19BIT) WUHCTPYKUMEN MO MPUMEHEHHUIO B MayKy
donbru // (I13/AJ]) donsru. Ilo | KapTOHHYO.

2 6nucrepa ¢ MHCTPYKLMEH MO
NIPUMEHEHHIO B nauKy
KapTOHHYIO.
16 | Labeling / MapkupoBKa According to ND / B cooteercTBuu ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temniepatype He Boiile 25 °C.
XpaHeHue
18 | Shelf life / Cpok rognoctx 2 years /2 ronia

* 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 BHIDYCKe JIEKAPCTBEHHOI0 IpenapaTa KOHTPOJIb Ka4eCcTBAa Mo MOKa3aTelo
«MHUKPOGHOJOTHYECKAS YHCTOTA» NMPOBOAMTCS s Kax0il 20-0if cepHu, WM 1S OAHO# Cepuu B rox,

B 3aBHCHMOCTH OT TOro, UYTo H

ACTYNHUT paHblIe.

Remarks: The Product conforms to ND/

IMpumeuanue: IIponyKT COOTBET

cryeT Tpebosanusm HJT

Conclusion: APPROVED /
Zakmouenune: OJJOBPEHO

Prepared by /
IMonrorosneno: Naresh Kumar

&

-

Checked by /
IMTposepeno: Pardeep Kumar

= -

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosoaurenb

Manoj Kumar w

Reprint Date /
Jara: 27.10.2022

Reprint Date /
Jara: 27.10.2022

Reprint Date /
Hara: 27.10.2022

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: L85195AP1984PLLC0O04507
www.drreddys.com




