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Formulation Unit-6

Vill. Khol, Nafagarh Road, Baddi,

) 173 205, INDIA
Tl +91 98 56001-02
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOVKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Okcnpecc (keToponak) TabaeTku, qUcneprupyemple B IOJIOCTH PTa, 10 Mr

Batch No / 1 V2302439 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001704889 Date of Analysis / 1 12.12.2023
AHaauTHYECKHH 0TYeT Ne JaTa anaju3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npoH3BoACTBA T'ogen a0

Analysis performed according ND / Anaynns nposeaen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page1of 8 /Ctp. 1 u3 8

No
No

Test / [Toxa3aresb

Results / Pe3ynbTaTsl

Specification / Hopma

1

Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrable, IUI0OCKHE
TabneTku ¢ ¢ackoi, cBETIO-
KEJTOrO LBETa C TPaBUPOBKOM

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyriste, miockue TabaeTkH ¢ Gackoii,
CBETJIO-KENTOrO L[BETA C IPaBUPOBKO
«l» Ha OHOH CTOPOHE.

«l» Ha ofiHOIt CTOpOHE.

2 Identification / ITomIMHHOCTD

Ketorolac / Kemoponax

a) ByuUv/
V®d-cnekrpodoromerpus

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
TNOTJIOLIEHHS UCIBITYEMOTO pacTBopa
pactBopa  CTaHmapTHOro  obpasua
KeTopoJiaka TPOMETaMUHA  JOJKHBI
HUMETh MAKCUMYMBI IIPU OJHOM U TOH XKe
JUTUHE BOJIHBI (£ 2 HM).

Complies / COOTBETCTBYET

Conclusion: APPROVED /
3axmouyenne: OJJOBPEHO
Approved by: Manager/Executive /

Ono6peHo: Menemxep / Pykoojurens
Manoj Kumar @%“E

Reprint Date /
Jara: 12.12.2023

Remarks: The Product conforms to ND/

Ipumeuanue: IIpoaykT cooTBeTcTBYET Tpebosanuam HJI
Prepared by / Checked by /
[ToarorosneHo: Shivani Devi | Ilposepeno: Rama Kant

M

Reprint Date /
Jara: 12.12.2023

Reprint Date /
Jara: 12.12.2023

Rugistered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500034, Telangana, India
Tol: 401 40 4900 2900, Fav: 91 40 4900 2999, Email: mail@drreddys.com
Cii: L351954P1984PLCO04507

wwy,drreddys.com
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Dy, Reddv's Laboratories Lid

Formulation Unit-6

Vill. Khol, Malagarh Road, Badd!j,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS /o0 o0 2o00nos

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (keToponak) TabneTku, MCIeprupyemble B 10J0CTH pra, 10 mr

Batch No / : V2302439 Batch Quantity / : 3600000 tab /
Cepmua Ne O6bem cepHH 3600000 Tab
Analytical Report No / + 890001704889 Date of Analysis / : 12.12.2023
AHAJIMTHYECKHH oTUeT Ne JaTta aHaauza

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Hdata npoH3BojcTBa I'onen po

Analysis performed according ND / Anann3 nposeaen no HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or
27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page2 of 8 /Crp-2 u3 8

No
Ne

Test / Iloka3arennb

Results / Pe3ynbTaTh!

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 ynepxuBaHui
OCHOBHOTO MHKa Ha XpoMaTorpamme
HCTIBITYEMOr0  pactBopa  HOJDKHO
COOTBETCTBOBATH BpEMEHH
YOEPXKHUBaHUA OCHOBHOTO IIMKAa Ha

XpoMaTorpamme
CTaHJAPTHOTO
TpOMETaMKHa
«KOnHYeCTBEHHOE OIPEIENCHUEY).

obpaszua

pacTBoOpa
KeTOpOJIaKa
(pazmen

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBeTcTByeT Tpedoanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /
[Moaroroeneno: Shivani Devi | IIpoBepeno: Rama Kant

A5 Buulr

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoanrensb
Manoj Kumar "~

Reprint Date / Reprint Date / Reprint Date /
Jara: 12.12.2023 Jara: 12.12.2023 Jara: 12.12.2023
wrpistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +01 40 4900 2900, Fax: +01 40 4900 2989, Email: mail@drreddys.com

Clil: LS5195AP

v drreddys.com

LCO0:
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Dr. Reddy's Labhoratories itd.
) .... Forrmulation Unit-6
Dr Reddy S @ Vill. Khol, Nalagarh Road, Baddi,
* . 0 . p = i =
Distt. 50ian, H.P., 173 205, INDIA

el 0 +91 983166 56001-02

CERTIFICATE OF ANALYSIS s o o B
CEPTU®UKAT AHAJIA3A bR dreeidys. Som
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpece (keToposnak) TabieTky, AMCEPrUpYeMble B MOJIOCTH pTa, 10 Mr
Batch No / : V2302439 Batch Quantity / : 3600000 tab /
Cepusn Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001704889 Date of Analysis / : 12.12.2023
AnaanTHyeckuii oTuer Ne Jara apanusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npon3BoACTBA I'onen 1o
Analysis performed according ND / Ananus nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenune Nel or
27.12.2021, uamenenue Ne2 ot 11.11.2022)
Page3 of 8 /Ctp.3 u3 8
I}S Test / [IokazaTennb Results / Pe3ynpTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoasMHHOCTD butylhydroxyanisole peaks on the
Oy THIITHAPOKCHAHHU30JT 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 ynepXHUBaHHUA
MHKOB  2-OyTMNTHAPOKCHaHH3ONA U
3-0yTUITMAPOKCHAHU30IIa Ha
XpoMmarorpamme HCIIBITYEMOro
pacTBopa JOMKHBI COOTBETCTBOBATh
BpEMEHaM  yIEpXHBaHUSA  IIMKOB
2-6yTUATMAPOKCHAHU30JIa "
3-6yTHITHAPOKCHAHU301a Ha
Xpomarorpamme pacTBopa
CTaHJapTHOTO obpasna
6yTUNrUAPOKCUaHHU30JIa (pasnen
«Copaepxanue
OYTHITHIPOKCHAHHU30JIa»).
4 Average weight / Cpennsis 71.2 mg/71.2 Mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
macea Ot 67,2 mr mo 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJJ 3axnouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Shivani Devi | Iposepeno: Rama Kant Onobpeno: Menemxep / Pykorognrens
/S r @‘W\g Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /
Jara: 12.12.2023 Jara: 12.12.2023 Jlara: 12.12.2023
Registzred Office: 8-2-237, Road No. 2, Banjara Hills, Hyderabad - 800034, Telanzana, India
Tel. =21 40 4800 2900, Faa. 192 40 1900 2929, Cinail. 1nail@dire ddya.corm

CIiN. L8E195AP1984PLCOO4507
wwwdrreddys.com



Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

fion Unit-o

Formu!
Vill ikhol, Malagarh Read, Baddi,

Solap, H.P, 1732

001-02

Disit

el :+91 98186

CEPTUPUKAT

AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpece (keToponak) TabneTku, AUCIIeprupyeMble B MoN0CTH pra, 10 Mr

Batch No / 1 V2302439 Batch Quantity / : 3600000 tab /
Cepusn Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704889 Date of Analysis / 1 12.12.2023
AnanurTadeckuii oryer Ne JlaTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JdaTa mpousBoacrea T'onen no

Analysis performed according ND / Auanu3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel ot

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 4 of 8/ C1p. 4 n3 8
i.? Test / [TokazaTennb Results / Pe3ynbratsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
ORHOPOAHOCTL Macchl 2/20 tablets - not more than + 20 % /
18/20 tabnetox — He Gosnee + 10 %
2/20 tabnetok — He 6onee = 20 %
5 Disintegration time / 00 min 19 sec / 00 muHn 19 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemoctnb
6 Dissolution / PacTBopeHne Unit-1 / Ta6x-1 99% Not less than 75% (Q) of
. C1sH;3NO3+CsH [ 1NO3 (ketorolac
Unit-2 / Tab11-2 9% tromethamine) in 15 min / He MeHee
Unit-3 / Ta61-3 100% | 75% (Q  CisHisNO3*CsHiNO;3
) . (ketoponaka  TpOMETaMUH)  dYepes
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTb 710 pm sieve is formed. / Obpazyercs
OIHOPOJHAs CYCHEH3Hs, MpOXOIsIas
CKBO3b CHTO C pa3sMepoM OTBEPCTHIA
710 MKM.

Remarks: The Product conforms

to ND/

[Tpumeuanue: [Ipogykr coorBeTcTBYeT Tpedoanusm HJJ

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
INoarorosneHo: Shi\-’ﬂl:i_ Devi

by

Checked by /
IIposepeno: Rama Kant

Bule

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBoaurtens

Manoj Kumar ”

Reprint Date /
Hara: 12.12.2023

Reprint Date /
Jata: 12.12.2023

Reprint Date /
Jara: 12.12.2023

Regislored Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tal +91 40 4900 2200, Fax

F \P1

Clid: L8

IRy

ail: mail@drreddys.com
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS "
CEPTUP®HUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Read, Bacidi,
Disti. Solan, H.P.,, 173 205, INDIA

1 +91 98166 £56001-02

whww.direddys.com

T;I

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Dkcnpecc (keToposak) TableTkH, AMCTIEPrHPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2302439 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 890001704889 Date of Analysis / : 12.12.2023
AHaJHTHYECKHIA oTyeT No Jara anann3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jata npounsBoacTBa I'oxen no

Analysis performed according ND / Ananu3 nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel or

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 5of 8 /Ctp. Su3 8

8 Related impurities / PoncrBeHHbIe npumecH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruppokcuaHanor Huxe npenena o6xapyxenus (I10 =
KeTopoJjiaka 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaIor KeTopoaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eAMHUYHAS
HEeWJICHTU(HLIUpOBAHHAsT
npUMech
Total impurities / 0.1% Not more than 1.0 % / He 6omnee 1,0 %
CymMa npumeceit
9 Water / Bona 2.5% Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpranuyeckHe pacTBOPUTETH

Isopropyl alcohol /
Hzonponanon

S pgltab/
S MKT B TabyieTke

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

Remarks: The Product conforms to ND/
ITpumeuanue: IpogykT cooTBeTcTBYeT TpeGoBanusm HJJ

Conclusion: APPROVED /
3akiawuenne: OJJOBPEHO

Prepared by /
[MoarorosneHo: Shivani Devi

Checked by /
ITpoBepeno: Rama Kant

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoronuTens

A’K g&u{ \,b} Manoj Kumar "
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.12.2023 MHata: 12.12.2023 Jara: 12.12.2023
Registered Oifice: §-2-337

Tal, +~91L A6 900 24

Road Mo. 2, Banjara Hills, Hyderabad - 500024, Telangana, India

Faws =81 10 4300 1299, Fmails mailigdrraddys com

ChN: LS5195AF1284PLCODAS07

wyivsdiceddys.com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

c4+01 @866 5600102

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkcnpece (keTopornak) TabieTkH, AUCIEprupyemMble B MoJ10cTy pra, 10 mr

Batch No / 1 V2302439 Batch Quantity / : 3600000 tab /
Cepusi Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704889 Date of Analysis / : 12.12.2023
AHAJHTHYECKHI oTueT No JlaTa anaau3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npou3BoacTBa T'onen no

Analysis performed according ND / Ananu3s nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 6 of 8 /C1p. 6 m3 8

11 | Microbial enumeration tests / MukpoGuosornyeckasi YucTora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1uee uncio He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61wee He 6onee 100 KOE/r
YHCIIO APOAIKEBBIX U
IJIECHEBBIX IPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHEB 1 T
12 | Uniformity of dosage units / 32 Acceptance value (AV) not more than

content / Copepxanue
OyTHIrnApoOKCHAHN30/1A

OaHopoaHOCTh 15.0 / [puemMouHoe 3HaueHue (AV) He
A03HPOBaHUS 6onee 15,0.
13 | Assay/ KonanyecTBeHHOe 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
onpeaesieHue (100.6 %) Ci5H13NO3*C4H i 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 MI C15H|3N03°C4H|1N03
(ketoponaxa tpometamuH) (ot 90,0 mo
110,0 % OT 3asBJIEHHOTO KOJMYECTBa) B
Tabnetke
14 | Butylhydroxyanisole 0.0955 mg/tab / Not less than 0.042 mg/tab /

0.0955 Mr B Tabnetke

He Menee 0,042 Mr B TabneTke

Remarks: The Product conforms to ND/
ITpumeunanue: Iponykr coorsercTByeT TpeboBannsam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoxrorosneno: Shivani Devi

AT

Checked by /
IIposepeno: Rama Kant

b

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoguTens
Manoj Kumar @J

Reprint Date /
Jara: 12.12.2023

Reprint Date /
Hara: 12.12.2023

Reprint Date /
Hara: 12.12.2023

Q

wistarnd Clifice: 8-

I, Telangana, India
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CERTIFICATE OF ANALYSIS B e
CEPTUOHUKAT AHAJIA3A S

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkenpecc (keroponak) TabneTku, AMcnepriupyemMble B oNocTH pra, 10 Mr

Batch No / : V2302439 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704889 Date of Analysis / : 12.12.2023
AHAJTHTHYECKHH oTyeT No JlaTa aHaJn3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npoM3BOACTBA T'onen no

Analysis performed according ND / Anaysm3 nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHenune Nel ot

27.12.2021, uzmenenue Ne2 ot 11.11.2022)

Page 7 of 8 / C1p. 7 u3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsinablister 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 Dlisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnetok B 6nuctepe u3 (ITA/AJI/IID ¢
pack. / ITo 10 Tabnerok B | Biaromornorurenem/I[13BIT) donbru /
omucrepe w3z (ITA/AJVIID ¢ | (IID/AJT) donbru. ITo 1 unn 2 6nuctepa
Braronoriotutenem/I19BIT) C MHCTpYKUMed 00 MPUMEHEHHIO B
doneru // (II1D/AJT) donpru. Ilo | mauxky KapTOHHYIO.

2 6nucTepa ¢ MHCTPYKLMEH IO

NPYMEHEHHUIO B MaykKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cooteTctBuH ¢ H]|

17 | Storage conditions / Below 25 °C. / IIpu Temnepatype He Bbiie 25 °C.

XpaHeHue

18 | Shelf life / Cpox roaHocT 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.

* JIpu BbINycKe JIEKAPCTBEHHOr0 NMpenapaTa KOHTPOJIb Ka4ecTBa Mo nokasarento «MukpobHonoruieckas
YUCTOTA» MPOBOAUTCA AJIsSt Kaxkaoii 20-0ii cepru, M AJ18 OJHOH CEPHH B roj, B 3aBUCHMOCTH OT TOTO0, YTO

HACTYNUT paHblue.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITpoayxt cooTBeTcTBYET TpeboBaHuam HJI 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Shivani Devi | IIpoBepeno: Rama Kant OnobpeHo: Menemxep / Pykosoaurens

< [ ] P Manoj Kumar

] i« "“:/ | [t
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.12.2023 Hara: 12.12.2023 Hara: 12.12.2023

etered Office 9-2-3537, Road New 3, Banjara Hills, Hyderabad - 500624, Telangana, India

Tet Q71 20 G900 7600 Faye +9% 40 43N0 il mait@drreddys com

Cime:




Dr. Reddy S " L‘»!?: i i}-!. : ' 1“
CERTIFICATE OF ANALYSIS '
CEPTUOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkenpece (keTopostak) TaGneTkH, IMCIeprupyemble B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2302439 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001704889 Date of Analysis / : 12.12.2023
AHANHTHYECKHH o0TYeT Ne JaTa ananuza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npousBojacTea TI'onen no

Analysis performed according ND / Ananus nposenen mo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 8 of 8§ /C1p. 8 u3 8

API name / Hanmenoanne A®C: Ketorolac tromethamine / Keroponaka
TpOMETaMHH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npousBoauteass AOC: ABQH0GSSST

FP Manufacturer API Batch number /

Homep cepuu cy6cTanuuu npoussoaurens I'JID: FEQA00563

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ipoussoanrenas APC, crpana: II-p Pennu'c JTabopatopuc Jita., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJ 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosnexo: Shivani Devi | IIposepeno: Rama Kant Onobpeno: Menemkep / Pykopoaurens

/g | Wtc;{/ : Manoj Kumar o

Reprint Date / Reprint Date / Reprint Date /
Hara: 12.12.2023 Hara: 12.12.2023 Jara: 12.12.2023

Gepisterad Dffica: 8-2-337, Road Ne. 2, Ba
Tol 408 40 4¢00 2300, Fax:

inra Hills, Hyderakad - 500034, Telangana, india
W) 2996 s malidrreddys.com
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