Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lt
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, INDI|A
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaysr: Ketopon™ Bkenpecc (keroponak) TabieTky, AHCHeprupyemMble B MoJocTH pra, 10 mr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepus Ne Obnem cepin 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
Ananarndeckuii oryer No JlaTta asaan3a

Date of Manufacture / : 03/2024 Date of Expiry / ¢ 02/2026

Jara npou3BoAcTBa Topen mo

Analysis performed according ND / Ananus nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page10f8/Crp.1u3 8

No

N Test / IlokazaTenn

Results / Pe3ynbTaThi

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" dehossed on one
side. / Kpyraele, [miockue
Tabnetku ¢ dackoii, ceerno-
XKENTOro LBETa C IPaBUPOBKOK
«l» Ha oxHOI cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsie, mnockue tabnerku ¢ ¢packoii,
CBETIO-KENTOro LBETa C rPaBUPOBKOI
«I» Ha OfHOM CTOpOHE.

2 Identification / IToJIMHEOCTE

Ketorolac / Kemoponax

a) ByuUv/
Y ®-criektpodoTomMeTpHs

Complies / CooTBeTcTBYET

UV spectra of the test solution and

JUTHHE BOJHEI (£ 2 HM).

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-cnexrprl
[OTJIOLIEHUSA UCTIHITYEMOFO pacTBopa M
pacTBOpa  CTaHAapTHOro  obpasua
KeTopoiaxa TPOMETaMUHA JOJDKHEI
HUMETh MaKCHMYMBbI IIDH OHOM U TOM e

Remarks: The Product conforms to ND/
TMpumetdanne: ITpoaykt cooTseTcTBYET TpebopammsM HJT

Conclusion: APPROVED /
3axmoucuuc: OIOGPEHO

Prepared by /
ITonrororneno: Shivani Devi

Lo

Checked by /
ITporepeno: Rama Kant

/

Approved by: Manager/Executive /
Onobpeno: Menemxep / PYKOBOANTE/H
) Manoj Kumar

Reprint Date /
Mara: 16.04.2024

Reprint Date /
Hata: 16.04.2024

Reprint Date /
Hara: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4300 2998, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd
‘... Formulation Unit-6
i/ ® Vill. Khol, Nalagarh Road, Baddi
Dr‘ Reddy S o Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®HUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon” Dxenpece (keToposiak) Taberky, Acnepripyemsle B onocty pra, 10 mr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepus No O6nem cepun 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
ApaJuTHYeCKHH oTueT No JaTta ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npon3BojcTea Toxen mo

Analysis performed according ND / Ananu3 nposexen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8 /Crp. 2 u3 8

Test / Iloka3aTesnb Results / Pe3ynpTarsl Specification / Hopma

No
Ne

b) By HPLC/B3XX 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 yaepxusaHus
OCHOBHOTO [MKa HAa XpOMATOIpaMme
MCIIBITYEMOr0  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
YHOEPXKHBAaHHA OCHOBHOTO IMKa Ha
XpOMaTorpamMme pacTeopa
CTaHHApTHOrO ofpa3ua KeToposiaka
TpOMETaMUHa (pazmen
«KOJMIeCTBEHHOE ONPENENECHUEN).

‘

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pavevinnme: Mpoaykr coorseicisyr 1peOusanmnm HIL Jaruwuene: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotossneno: Shivani Devi | Iporepeno: Rama Kant Onobpeno: Menemxep / Pykosomwmrens
Manoj Kumar

r v e el
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.04.2024 Hara: 16.04.2024 Jara: 16.04.2024

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: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q3¢

CERTIEICATE OF ANALYSIS

Dr. Reddy's Laboratories [td_
Formulation Unit-6

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

CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ponyxr: Keropon™ Brenpece (keToposiak) TabjieTkH, AHCHEPrHpYyeMbIe B M0J10CTH pTa, 10 mMr

: 3600000 tab /

Batch No / : V2400539 Batch Quantity /

Cepus Ne O6neM cephn 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AHAJNHTHYECKHI oTyer No Jara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Hara nponsBoacTBa Toxen go

Analysis performed according ND / Auanuz npoeeaen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3of8/Crp.3 uz 8

;I.o 0 Test / ITokazaTenn Results / Peaynsraret Specification / Hopma
3 Identification Complies / CooTeTcTBYET The  retention  times  of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
ITopnHHHOCTL butylhydroxyanisole peaks on the
Oy THNrUAPOKCHATIH30.I 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). / BpemeHna ynep)KHBaHHA
NUKOB  2-6YTHATHAPOKCHAHM3O0NA U
3-0yTHITHAPOKCHAHH30Ia Ha
XpoMaTorpaMme HCIILITYEMOTO
pacTBOpa NOIDKHEI COOTBETCTBOBATb
BpeMeHaM yIOepKuBaHAs MTHKOB
2-6y THITHAPOKCHAHH30J1a %¢
3-0yTHITHAPOKCHAHH3011d Ha
XpOMaTorpamme pacTeopa
CTaHZapPTHOIO obpasua
OYTHIrMAPOKCUAHU301a (paznen
«ConepxaHue
6YTHITHAPOKCHAHU3OIAN).
4 Average weight / Cpenuss 69.7 mg / 69.7Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
macca Ot 67,2 Mr mo 72,8 Mr (70,0 mr+ 4,0 %).

Remarks: The Product conforms

to ND/

Conclusion: APPROVED /
3axmogenne: OJJOBPEHO

Jara: 16.04.2024

Tlara: 16.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotoeneno: Shivani Devi | ITposepeno: Rama Kant Onobpeno: Menemxep / Pykosogurens

g'f - Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /

Hara: 16.04.2024

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: maii@drreddys.com
CIN: L85195AP1S84PLCO04507

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, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Sxenpece (keToponak) Tabnerky, iIMcneprupyemble B nofocti pra, 10 mr

Batch No / : V2400539 {Batch Quantity / : 3600000 tab /
Cepust Ne Ob6bem cepui 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AdaJINTHYECKHH o0T4yeT Ne Jara anannsa

Date of Manufacture / : 03/2024 Date of Expiry / ¢+ 02/2026
JlaTa npoH3BOACTBa Topen mo

Analysis performed according ND / Ananun3s nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/Crp. 4 u3 8

No.

Test / IloxaszaTens
No

Results / Pe3ynbTaTsl

Specification / Hopma

Uniformity of weight /
OAHOPOIROCTD MACChI

Complies / CooTBETCTBYET

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

5 Disintegration time /

00 min 27 sec / 00 MuH 27 cex

Not more than 3 min / He 6onee 3 Muu

Pacnagaemocrs
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
. Ci1sH13NO3+C4H {1 NO3 (ketorolac
Unit-2 / Ta6n-2 LBtk tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% 75% (Q  CisHisNO3C:HuNOs
) - (keToponaka  TPOMCTaMHH)  d4epe3
Unit-4 / Tabn-4 100% {15 e
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of DiSpersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 pm sieve is formed. / O6pasyercs

ONHOpPOJHAs CYCIEH3Hs, MpOXOoAiluas
CKBO3b CHTO C pPa3MepOM OTBEPCTUM
710 MKM.

-]

| Related impurities / Poacreennble npumecu

Remarks: The Product conforms

to ND/

IMpumeuanue. TTpuiykr coviserersyer tpebosadusm HIT

Conclusion: APPROVED /
3axntouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Shivani Devi | Ipoeepero: Rama Kant Onobpeno: Menemwkep / Pykopoaurens
3 — : Manoj Kumar
! =
Reprint Date / Reprint Date / Reprint Date /

Jlara: 16.04.2024

Jara: 16.04.2024

Hara: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd .
q... Formulation Unit-6
i/ ® Vill. Khol, Nalagarh Road, Baddi,
Dl'. Reddy S » Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg S
HMpoayxr: Keropon™ Dxenpece (keToposnak) TabneTky, AHCNEPrupyemMpi€ B NIOIOCTH Pra, 10 Mr

Baich No/ : V2400539 Batch Quantity / : 3600000 tab /

Cepus Na O6BbeM cepuH 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AuaJuTHYECKHH oTyeT Ne JaTa anHanu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026

Jara npou3BOACTBA T'ogen no

Analysis performed according ND / Ananus nposenen no HJI:

JII-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11112022

Page 5of 8 /Crp. S us 8
ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %

1-rappokcHaHanor Huxe npeznena KOJHMIECTBEHHOTO
KeTopoJiaka onpenencuus ([TKO = 0.0032 %)
ketorolac !-keto analog/ Not more than 0.8 % / He Gonee 0,8 %
1-keToaHanor KETOpoJiaKka 0.10 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eqUHMYHAsA
HEHIEHTH()ULHPOBaHHAs 0.02 %
TIpHMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMma puMeceii
9 Water / Bona 22 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouyHble OPraHHYeCKHe paCTBOPHTEIH
Isopropyl alcohol / 14 pg/tab/ Not more than 350 pg/tab/
H3zonponaHon 14 mxr B Tabnerke He 6onee 350 Mxr B TableTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanne: Hpuaykr coursercrsyer 1pebusanmnsm HIT 3axmovenne: OJOLIEITO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneHo: Shivani Devi | Ilposepeno: Rama Kant Onobpeno: Menemxep / Pyxkagomitess
o Manoj Kumar
/ gl
Reprint Date / ' Reprint Date/ ' Reprint Date /
Jara: 16.04.2024 JlaTta: 16.04.2024 Hara: 16.04.2024

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: maii@drraddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd_
Formulation Unit-6

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

Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon®™ Bxenpece (keroponak) rabierki, AHCHepripyeMsie B MojocT4 pra, 10 mr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuu 3600000 tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AnaJiaTHYeCKMIt oTueT Ne JlaTa ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npou3BoacTBa T'osen no

Analysis performed according ND / Ananns nposenen no HJ:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuosiorsyeckas 4ucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee 4ucio He 6onee 1000 KOE/r
23p0oOHBIX MHKpPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uiee He 6onee 100 KOE/r
YHUCNO IPONOKEBBIX U
IUIECHEBBIX rpHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHEB 1 T
12 | Uniformity of dosage units / 6.4 Acceptance value {AV) not more than
OavopoaHoCTL 15.0 / IlpuemouHoe 3HaueHue (AV) He
NO3HPOBAHUS 6onee 15,0.
13 | Assay/KoanyecrteeHHoe 9.8 mg /9.8 Mmr From 90mg to 11.0mg of
onpexeneHne (98.4 %) C5H;3NO3C4H, 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
1o 11,0 Mr  CjsH;3NO3°C4H | 1NO;
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBICHHOr0 KOJIHYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0954 mgftab / Not less than 0.042 mg/tab /
content / Cogepxanue 0.0954 mr B TabneTke He menee 0,042 mr B Tabnetke
GYTHNrMAPOKCHAHN30/1a

Conclusion: APPROVED /
Sarguwyenne: ONOBPEHO

Remarks: The Product conforms to ND/
Ipmacuanue: HpoaynT coorseivisyey tpeGusanmam L]

Prepared by / Checked by / Approved by: Manager/Executive /
Iogrotoenexo: Shivani Devi | IIposepeno: Rama Kant Onobpeuno: Meremxep / PYKoBOAUTEb
X/ : Manoj Kumar & 14 I !j
N =
Reprint Date / Reprint Date/ Reprint Date /
Jara: 16.04.2024 JHara: 16.04.2024 .| Hara: 16.04.2024

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: maii@drraddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



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, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Bkenpecc (keroponak) TadieTky, IHCIIEPrHpyEMBIE B TI0I0CTH pTa, 10 Mr

Batch No / : V2400539 Batch Quantity / : 3600000 tab /

Cepus Ne O0beM cepuy 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AnaJjJHTHYEeCKHIl oTyeT No Jara anajnsa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026

Jarta npou3BOICTBA Topen a0

Analysis performed according ND / Auanus nposenen nmo HJI: —
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 |

Page 7of 8 /C1p. 7n3 8

15 | Package/ Ynakopka

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. / Ilo 10 Tabnetok B
6mucrepe w3 (TITA/AJITID ¢
Biaronornorurenem/II3BIT)
¢onsru // (II15/AJ1) donbru. ITo
2 6mMcTepa ¢ HHCTPYKLHUER IO
NPUMEHEHHIO 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
Tabnetok B 6auctepe u3 (ITA/AJI/TID ¢
gnaronornorurenem/[I9BII) domeru //
(II3/AJT) donsra. ITo 1 unu 2 6aucTepa
C MHCTPYKUMEH IO MNPHMEHEHMIO B
I1aYKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cooTBetcTBHu ¢ HJ{

17 | Storage conditions /
XpaHeHue

Below 25 °C. / IIpu TeMnepaType He Boimre 25 °C..

18 | Shelf life / Cpox roauocTu

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.
* [Ipu BhlIyCKe JIEKaPCTBEHHOI0 NMpenapaTa KOHTPOJb Ka4eCTBA Mo noka3aTearn «MHKpPoOUoJornyecKas
YHCTOTA» MPOBOAUTCH JUIA KaXk0ii 20-0ii cepiy, HIN ISt OAHOM CepHM B rojl, B 3aBUCHMOCTH OT TOI'0, YTO

HACTYIHUT PaHbLUIE,

API name / Hanmenosanne ADC:

Ketorolac tromethamine / Keroponaka

TPOMETaMUH

Remarks: The Product conforms to ND/
[pimertamie: 1lponyrr coornerernyer Tpefonarsm HJT

Conclusion: APPROVED /
Barmoucunc: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noarotorneno: Shivani Devi | Ilpoeepeno: Rama Kant Onobpeno: Menemxep / PykoBoanreits
AK _ Manoj Kumar
/] = @U‘J—a
Reprint Date / Reprint Date / Reprint Date / "
JHara: 16.04.2024 Hara: 16.04.2024 Jata: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':"

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoxayxt: Ketopon™ Dxcnpece (keToposiak) TaGlICTKH, IUCIEPrHPYeMbIC B NIOJOCTH pTa, 10 Mr

Batch No/ : V2400539 Batch Quantity / : 3600000 tab /
Cepusi Ne O0nem cepun 3600000 Tab
Analytical Report No / : 040002486214 Date of Analysis / : 16.04.2024
AuaanTHYecKHR oTyeT No JaTa ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npoH3BOACTBA Topen xo

Analysis performed according ND / Assann3s npoeefen mo HI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ Cip. 8 u3 8

Honep cepun eybeTanumn npoussoianrens IJID:

INN / MHH: Ketorolac / Ketoposnak
| API manufacturer batch number / ABRHO001225

Homep cepun nponssogites ADC:

FP Manufacturer API Batch number / FERA00142

API Manufactured by & country /
Mponzpoautens AMC, crpana:

Dr. Reddy's Laboratories Ltd., India /
Ii-p Penan'c JlaGoparopuc Jlta., Munus

Remarks: The Product conforms to ND/
Ilpumeuanue: IIpoaykr cooTeeTcTBYET TpeboBanksM HJ[

Conclusion: APPROVED /
3akmwuenue: QJIOBPEHO

Prepared by / Checked by /
INoxrorosnero: Shivani Devi Hposepeno@j:‘ma Kant

A

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosguirens
Manoj Kumar

Reprint Date / Reprint Date /
Hara: 16.04.2024 Hara: 16.04.2024

Reprint Date /
Jlata: 16.04.2024

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: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
wwwi.drreddys.com




