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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJW3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpomyxr: Keropon™ Sxcnpece (xeroponak) TabneTky, AucneprupyeMbie B M0N0CTH pTa, 10 Mr

Batch No / 1 V2300047 Batch Quantity / : 36,00,000 tab /

Cepus Ne » O6BLeM cepHl 36,00,000 Tab

Analytical Report No / : 890001638851 Date of Analysis / : 12.01.2023 ;
AHanuTnyecKui oTueT Ne JaTa anann3a

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024

Jata npon3BOACTBA Tonen o

Analysis performed according ND / Anaan3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page10of7/Crp. 1u3 7

i.f Test / IlokasaTens Results / PezyabTaTht Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyruisle, minockue
TabseTku ¢ packoi, ceeTio-

with "" debossed on one side. /
Kpyrnble, niockHe TabneTku ¢ Gackoi,
CBETJIO-KENTOr0 LBETa C IPaBUPOBKON

MEJTOTO LBETa C IPaBUPOBKOH «l» Ha OHO# CTOPOHE.

«I» Ha OXHOI CTOpOHE.

2 Tdentification / IToaanHHOCTE

Ketorolac / Kemoponak

a) Byuv/
YV ®-cneKTpopoTOMETPHA

UV spectra of the test solution and '
ketorolac  tromethamine  standard [
solution should have peaks at the same
wavelength (= 2nm). / Y®-crnekTpsl
TMOTNIOLLEHUS MCTILITYEMOrO pacTBOpa M
pacTBOpa  CTamiapTHoTOo  ofpasua
KeToponaka TPOMETAMHHA  [OJDKHBI
MMeTb MaKCUMYMBI [TPH OJTHOM K TOH xe
IUTMHE BOJIBbI (& 2 HM).

Complies / COOTBETCTBYET

Conclusion: APPROVED /
3axmogenue: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens

Remarks: The Product conforms to ND/

ITpumeuanne: poaykr coorsercrryeT Tpebopanmam HJ
Prepared by / Checked by /
[ToprorosneHo: Naresh Kumar | ITpoeepeno: Himesh Kumar

-

Amit Kumar =N
. = b /

Reprint Date /
Jara: 12.01.2023

Reprint Date /
Hara: 12.01.2023

Reprint Date /-
Jara: 12.01.2023

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: £85195AP1984PLC0O04507

www.drreddys.com
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CEPTUOHKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ' .
Mponyxr: Keropon® Skenpece (keroponak) TabaeTky, AUCACPrUPYSMBIC B TIONIOCTH PTa, 10 mr

Batch No / : V2300047 Batch Quantity / : 36,00,000 tab / '
Cepns Ne O61eM cepHn 36,00,000 1ad :
Analytical Report No / : 890001638851 Date of Analysis / :+ 12.01.2023

Anaanrndecknii oTuer Ne JlaTa apannza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024 ]

HJara npon3BoJacTBa T'oaen g0

Analysis performed according ND / Auanus mposenen no H/I:
JI-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Page20f 7/Ctp.2 13 7

No

N Test / ITokasaTensb
[

Results / Pe3ynbTaTbl

Specification / Hopma

b) By HPLC/B32XX

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). / Bpems  yaepKHBaHHs
OCHOBHOTO IIMKa Ha XpomaTorpamme
UCTILITYCMOTO ~ PAacTBOpa  AOJDKHO
COOTBETCTBOBATH BPCMEHHU
YOEP/KUBAHHA OCHOBHOTO MIKA HA
XpomaTorpamMme pacTBOpa
CTaHAapTHOro oO0pasla KeTopojaka
TpoMeTaMIHa (paszen

«KoniuecTBEHHOE ONpeaeCHHE).

Remarks: The Product conforms to ND/
Tpumeuanue: [Mpoaykr coorseTcTyeT TpeGopaymsm HI

Conclusion: APPROVED /
3akmouenne: OJOEPEHO

Prepared by /
[Toarorosneno: Naresh Kumar
q

<

Checked by /
[Tposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoautenb

Amit Kumar “N—
Ff' //-

Reprint Date /
Hara: 12.01.2023

Reprint Date /
Hara: 12.01.2023

Reprint Date /
Hata: 12.01.2023

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

CIN: L851954P1984PLC004507
www.drreddys.com



CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hpoayxt: Keropon™ Dkenpece (KeToposak) TabieTky, AUCTIePrupyemsle B NOJ0CTH PT4, 10 mr |
Bateh No / : V2300047 Batch Quantity / : 36,00,000 tab /
Cepus Ne Obnem cepin 36,00,000 Tab
Analytical Report No/ - : 890001638851 Date of Analysis / : 12.01.2023
AnanuTideckuil oTyeT Ne Jara anaan3a

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024 ]
Hdara npou3BoicTBa I'ogen no

Analysis performed according ND / Ananus nposenen mo HJL:
|/I11-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)

Page 3 of 7/ C1p. 3 u3 7

z.? Test / [TokazaTenk Results / PesynbTaTbl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroexyanisole / butylhydroxyanisole and 3-
IoaannHocThL butylhydroxyanisole peaks on the
6y THIArHIPOKCHAHU30. 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 ynepkHBaHUA
fMKOB  2-OYTHACMIPOKCHAHM30Ma M

3-6yTHATHAPOKCHAHM301A Ha
XpomaTorpamMme HCOBITYEMOTO
pactopa JOMKHbl COOTBETCTBOBATL
BpeMeHaM  VACPXKMBaHHA  MUKOB
2-6yTUITHAPOKCHAHI30/1 "
3-6yTUnruApOKCHaHH30Na Ha
XpomaTorpamme pacraopa
CTaHAapTHOTO oOpasua
OyTHIrMAPOKCHAHN30NA (pasaen
«Coaepxanne
OYTHITMAPOKCHAHM3ONAN).
4 Average weight / Cpeansas 69.9 mg/ 69.9 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca OT1 67,2 Mr o 72,8 Mr (70,0 mr£ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [TponykT cooTseTcTBYeT Tpedosatuam HIL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorobnero: Naresh Kumar | [Ipoeepego: Himesh Kumar Onobpeno: Menenkep / PykoBoaHTENb
@ ; QS""——-D Amit Kumar f\ =N
2 ¢ 4 e =

—

Reprint Date / Reprint Date / Reprint Date /
Jlata: 12.01.2023 Jlara: 12.01.2023 Hara: 12.01.2023
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOHKAT AHAJTH3A www.drreddys.corn

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dxcnpece (ketoponak) Tabnerki, AMCHEPTHPYEMLIE B IIONOCTH PTd, 10 mMr

Batch No / : V2300047 Batch Quantity / : 36,00,000 tab /
Cepun Ne O6nem cepan 36.00,000 Tab
Analytical Report No / : 890001638851 Date of Analysis / ; 12.01.2023
ApanuTHYecKHH oTyeT Ne Jara apaanza

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
JaTa npoH3BOACTSA T'ogen oo

Analysis performed according ND / Ananus nposenen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021 / nzamenenue Nel ot 27.12.2021)

Page4 of 7/Crvp. 4m3 7

No

Test / Iloka3aTens
No

Results / PeayabTaTsl

Specification / Hopma

Uniformity of weight /
OQHOPOAHOCTH MACChI

Complies / CooTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Gonmec + 10 %
2/20 TabneTok — He 6onee = 20 %

5 Disintegration time /
PacnagaemocTb

17 sec /17 cex

Not more than 3 min / He 6onec 3 Mun

6 Dissolution / PacTBOpenue Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
. C|5H|3NO3‘C4H1 INOs3 (ketorolac
iz o 100% | ¢omethamine) in 15 min / He menee
Unit-3 / Ta6n-3 97% 75% (Q)  CisHiNO3*€:HuNOa
_ : (keTopomaka ~ TpOMETAaMHH)  depes
Unit-4 / Tabn-4 97% 15 MuH
Unit-5 / Tabn-5 98%
Unit-6 / Tab1-6 97%

7 Fineness of Dispersion/
. AuncriepcHocTh

Complies / CoOTBETCTBYET

A uniform suspension passing through a
710 pm sicve is formed. / Ofipazyetcs
OMHOPOJAHAS CYCTEH3MA, LIPUXULLLES
CKBO3b CMTO C pPa3MEpOM OTBEpPCTHI
710 MKM.

Remarks: The Product conforms to ND/
[Ipumeyanue: [TpoayKT cooTseTeTRYET Tpedopanusam HI

Conclusion: APPROVED /
3akwuenne: OJOBPEHO

Prepared by /
[ToaroropyieHO: NareshﬁKumar

&

-—

Checked by /
[TpoBepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemrep / Pyxosoautens
Amit Kumar i

e

Reprint Date /
TlaTa: 12.01.2023

Reprint Date /
Hata: 12.01.2023

Reprint Date /
Jara: 12.01.2023

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys,com

CIN: L85195AP1984PLC004507
www,drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxt: Keropon™ Sxenpece (kertoposak) TabieTsH, AUCTIEPrAPYEMEIE B TIOJIOCTH PTa, 10 mr

: 36,00,000 tab /

Batch No / : V2300047 Batch Quantity /
|Cepus Ne O6nem cepuu 36,00,000 Tab
Analytical Report No / : 890001638851 Date of Analysis / : 12.01.2023
AnanaTHdecKkHil oTyeT No Jara anannusa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jata npoH3BOACTBA I'onen no

Analysis performed according ND / Ananns nposegen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

PageSof 7/Crp. Sn3 7

8 Related impurities / PoacTBeHHbIe NpUMECH

ketorolac '1-hydroxy analog /
1-rugpoxcraHanor
KeToposaka

ketorolac 1-keto analog/

Below limit of detection (LOD =

0.0010 %) / Hwxe npenena

obHapyxenus (110 = 0.0010%)

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

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

1-KkeToaHanor KeToposaka 0.03%
Aty unidentificd impurity / Wot wore thuu 0.5 %6/ Tle Gonee 0,5 %6
eIMHHYHas 0.05%
HeHAeHTH( ) UIUPOBAHHAS
IPHMECE
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma nipuMeceit
9 | Water/Boaa 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbie OpPraHH4eCKHe pacTBOPHTENIM

Isopropyl alcohol /
H3sonponaHon

9 pg/tab / 9 mxr B Tabnetke

Not more than 350 pg/tab /
He 6onee 350 MKT B TadseTke

Remarks: The Product conforms to ND/

Ipumesanue: [poaykT coorseTcTByeT TpedosanuaM HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

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

[ToxroToBeHo: Nges‘h Kumar | ITposepeno: Himesh Kumar Onobpeno: Menenxep / PykoBoaurens
. — ‘ Amit Kumar j\f}—/

Reprint Date / Reprint Date / Reprint Date /

JHara: 12.01.2023 Jara: 12.01.2023 | Hara: 12.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 30 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulaticn Unit-6

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

CEPTHOUKAT AHAJM3A

www.drreddys.com

ﬂ’_roduct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon™ Sxcnpece (keroponak) TabneTky, JUCHIEPrHpyEMBIE B TIOJNOCTH PTa, 10 mr

: 36,00,000 tab /

Batch No / : V2300047 Batch Quantity /

|Cepua Ne QbnLem cepun 36,00,000 Tab
Analytical Report No / : 890001638851 Date of Analysis / + 12.01.2023
Anaguradeckuii oTyeT Ne JlaTa anaJu3a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jata npou3BoACTBA Toaen no

Analysis performed according ND / Ananu3s nposeaen mo H/I:
JIM-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel ot 27.12.2021)

Page 6 of 7/ Cyp. 6 u3 7

11 | Microbial enumeration tests / MukpoGHoorudeckas ynucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6Liee yucno He 6onee 1000 KOE/r
a3poOHBIX MHKpPO-
OpraHHU3IMOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1nee He 6onee 100 KOE/r
YHCJIO OPOXIKEBBIX U
NJIeCHEBbIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyTtctBue B 1 1
12 | Uniformity of dosage units / 3.7 Acceptance value (AV) not more than
On10poaAHOCTD 15.0 / TIpuemotHoe 3HayeHHe (AV) He
[O03HPOBAHHA oonee 15,0.
13 Assay / Konn4aecTBeHHOE 10.1 mg/ 10.1 mr From 90mg to 11.0mg  of
omnpeneneHHe (101.0%) CsH;3NO3*C4H 1 NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr 1o
11,0 Mr CisH3NO;+C4H (NO;
(keTopoaka TpOMEraMHH) (ot 90,0 no
110,0 % oT 3asABIE€HHOTO KOJHM4YecTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0965 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxanne 0.0965 mr B Tabnerke He menee 0,042 mr B Tabnerke
Gy THATHAPOKCHAHH3012

Remarks: The Product conforms to ND/
[pumeuanue: [TpoaykT cooTseTcTBYET Tpebosanuam HJ

Conclusion: APPROVED /
3akmrouenne: OJOBPEHO

Prepared by /
TloaroToBneHO: Nare%Kumar

-

Checked by /
Mposepero: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menenxep / PykoBoavrens

Amit Kumar ba Lk
. /

Reprint Date /
Jara: 12.01.2023

Reprint Date /
Hara: 12.01.2023

Reprint Date /
Jlata: 12.01.2023

Registered Oifice: 8-2-327, Roard Mo. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4C 4900 29C0, Fax: +91 30 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




D t/ ‘... Dr. Reddy's Laboratories Ltd.
, ® ) ]
Formulaticn Unit-6
r. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02 |
CEPTHOUKAT AHAJIV3A www.drreddys.com |

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

MpoayxT: Ketopon™ Skenpecc (ketoporak) Tabniericy, aucnieprupyembie g nogocty pra, 10 mr
Batch No / 1 V2300047 Batch Quantity / : 36,00,000 tab /
|Cepun Ne Oobem cepun 36,00,000 Tab
Analytical Report No / : 890001638851 Date of Analysis / ¢ 12.01.2023

| AnannTHyecknii oruer Ne Jlata anannza

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Hara npon3poacrsa T'ogen no

Amnalysis performed according ND / Anann3 nposenen no H/I:

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

Page 7of 7/Crp. 7u3 7
15 | Package/ YnaxoBka 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. / ITo 10 Tabnetok B '
information leaflet in a carton | Gmmictepe 13 (MA/AJITID c _
pack. / Ilo 10 Tabnerok B | Braronornorurenem/TISBIT) donsru //
6nuctepe us  ([TA/AJ/IID ¢ | (TIS/AJT) domsru. Tlo 1 nan 2 Gaucrepa ¢ '
sraronoraoTuTenem/TIIRTT) MHCTPYKIIMEH TIQ MPUMEHEHHK) B Na4YKy
donbru // (TI13/AJT) ¢onsru. o | KapTOHHYIO.
2 Gnuctepa ¢ HHCTPYKLUEH MO

IIPUMEHEHHUIO B TayKy
KapTOHHYIO.
16 | Labeling / MapknpoBka According to ND / B coorsetcTBHl ¢ HIT
17 | Storage conditions/ Below 25 °C. / [Tpi Temneparype He Bbitie 25 °C.
XpaHeHHe
18 | Shelf life / Cpok ronnocTH 2 years / 2 rona

* 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 BHINYCKe JIEKAPCTBEHHOT0 Npenapara KOHTPOAb Ka4YeCTBAa N0 MOKAa3aTC.I10
«MuKpOGHOI0rHYeCKAA YHCTOTA) NPOBOAUTCH AN Kaxa0i 20-0ii cepuu, WM IS OXHOIL CEpHIL B IO/,
® 3ABHCHMOCTH 0T TOFO, YTo HACTYMHT PanbIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: Iponykt coorsercTByet Tpedopannam HII 3axniouenne: OJIOBPEHO
Prepared by / | Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: T\zesh Kumar | [Nposepesp: Himesh Kumar OnobpeHo: Menespkep / PykoBoauTens
‘ = " s Amit Knmar “Nr—

= \ r'“\—u" /
Reprint Date / Reprint Date / Reprint Date / -
Hata: 12.01.2023 Hara: 12.01.2023 Hara: 12.01.2023

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1384PLCO04507
www.drreddys.com



