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

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegra_ting Tablets 10 mg
HpoaykT: Ketopon® Dxcnpecc (keToponak) TabieTki, Aucrnepripyembie B N0JI0CTH pra, 10 mMr

Batch No / : V2401386 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002600952 Date of Analysis / : 26.07.2024
AganuTHdecKHil oTuyeT No JlaTa ananusza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npon3BoACTBa T'onen mo

Analysis performed according ND / Ananu3 nposeaen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1 of 8/ Crp. 1 n3 8

N ] .

Noo Test / IlokasaTesb Results / Pe3ynprate! 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. / Kpymle, miockue | Kpyriele, miockue TabneTku ¢ ¢packoii,
TabNeTKH ¢ (Gackoif, CBETIO- | CBETIO-XKEJITOrO LBETa C IPaBHPOBKOMN
XKEJTOTO UBETA C IPaBUPOBKOM | «l» Ha OXHON CTOpPOHE.
«l» Ha oIHO CTOpOHE.

2 Identification / [ToanuHHOCTH

Ketorolac / Kemiopoiai

a) Byuv/

Y@-cnektpodoTomeTpus

Complies / CoOoTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexkTpsl
MOCIOIIEHHST UCTIBITYEMOT0 pacTBopa M
pacTBopa  CTaHZapTHoro  obpasua
KeTopoJlaka TPOMETaMHHA  [OJIXKHEI
UMETh MaKCHMYMBbI [PU ORHOMH U TOH ke
JUIMHE BOJIHBI (& 2 HM).

Remarks: The Product conforms to ND/
IMpumeyanue: [TpoaykT coorBercTByeT TpeboBanuam H/L

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /

ToaroTornex oCém\h&h
Kumar
N

Checked by /
ITporepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /

Ono6peHo: Menenxep / Pykosoaurens

Pavan Kumar Sharma (EA,\N____

Reprint Date /
Hara: 26.07.2024

Reprint Date /
Jara: 26.07.2024

-_—

Reprint Date /
Hara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 299G, Frnail: maii@drreddys.com
CIN: L85195AP1984PLCOJ4507

www.drreddys.com




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Ketopoa™ Drenpece (KeToposak) TabneTKy, AUcreprupyemble B nonocty pra, 10 Mr

Batch No / : V2401386 Batch Quantity / : 3600000 tab /
Cepusg Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002600952 Date of Analysis / : 26.07.2024
AHATUTHYECKMH oTYeT No JaTa ananu3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npon3BOACTBA 1 open no

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

Page2 of 8/ Crp. 2 u3 8

No

Test / IToka3zarenb
No

Results / Pe3ynabTtathl

Specification / Hopma

b) By HPLC/BOXX

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  yIepKUBaHHSA
OCHOBHOIO TNHKa Ha XpoMmaTorpamme

ACTBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATD BpPEMCHH
yIepKYBaHH% OCHOBHOTO IHKa Ha
XpOMaTorpaMmme pacTBOpa
cTamJapTHOro 00pasna KeTopoaka
TpPOMETaMHHa (paznmen

«KonHuecTBEHHOE ONpEeIeHHED).

Remarks: The Product conforms to ND/
TIpumeuanue: [IpogykT cooteTcTBYeT Tpedosanusm HJ

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
[Toaroroeneno: Ambrpesh

Kumar 2
CQ/

Checked by /
[Mpoeepeno: Santosh Kumar
Maurya

——

Approved by: Manager/Executive /
Onobpeno: Menemkep / RykoBoauressb
Pavan Kumar Sharma w/-l}.wr =5

Reprint Date /
Hara: 26.07.2024

Reprint Date /
Iara: 26.07.2024

Reprint Date /
Jara: 26.07.2024

nEang, nal




Dr. Reddy's Laboratories i
Formuiation Unit-6

@
Dr. Reddy’s ‘.... Vill. Khol, Malagarh Roadl, Baclnii

Distt. Solan, H.P., 173 205, M

A

Tel : +91 98166 56001-02
v direddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon” Dkernipece (ketoponak) TaGneTky, AUCIeprupyemsle B mosocTy pra, 10 mr

Batch No / : V2401386 Batch Quantity / : 3600000 tab /
Cepusi Ne Oo6Bem cepHH 3600000 Tab
Analytical Report No / : 040002600952 Date of Analysis / : 26.07.2024
AHaJHTHYECKH oTueT Ne Jara anannza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jlara mpoH3BOACTBA I'omen no

Analysis performed according ND / Anaau3s nposenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Crp.3 u3 8

Jl:]o Test / Iloka3zaTennb Results / Pe3ynbrathl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
Iloa/IHHHOCTD butylhydroxyanisole peaks on the
OyTUJITUAPOKCHAHHU30JI 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 ynepXUBaHHA
NUKOB 2-OYTWITHOPOKCHaHHM30Na |
3-0yTUITHAPOKCHAHU30J1a Ha
XpoMarorpaMmme HCTILITYEMOTO
pacTBOpa HOMKHBI COOTBETCTBOBATh
BpeMeHaM yIAepKUBAHUA MIMKOB
2-6y THITHAPOKCHAHM301a "
3-6yTHArHAPOKCHAHU301a Ha
XpoMarorpamMmme pacTBopa
CTaHIAPTHOTO obpasua
OYTWITHAPOKCUAHU30J1a (pasnen
«Copnepxanue
OyTHIrMOPOKCUAHH30IIAN).
4 Average weight / Cpeansis 68.8 mg/ 68.8 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 mr 1o 72,8 mMr (70,0 Mr £4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuanue: IIpomykr cootseTcTBYET TpeboBanusam H/JI 3akawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Ambresh ITposepeno: Sanfpsh Kumar | Ogo6peno: Menemxep / RykoBoauTeNb
Kumar (—w = Maurya \ Pavan Kumar Sharma «7¢yy~——
oy Y el
Reprint Date / Reprint Date / Reprint Date /
Jara: 26.07.2024 Jara: 26.07.2024 JHata: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddy:.com
CIN: L85195AP1984PLCOOASCT
wwwdrreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratoiries i
Formulation Unit-6
Vill. Khol, Nalagarh Road, I

Disti. Solan, HLR, 173 20
Tel 1 +91 98166 56001-02

CEPTUO®PUKAT AHAJIM3A

wwew.ditedadys, com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon™ Dkenpece (keroponak) TabNeTKH, AUCTIEPrHPYEMbIE B MOJIOCTH pTa, 10 mr

Batch No / : V2401386 Batch Quantity / : 3600000 tab /
Cepust Ne O61nem cepun 3600000 Tab
Analytical Report No / : 040002600952 Date of Analysis / : 26.07.2024
AHanuTHYecKHi oTyeT No Jara ananuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jata npou3BoAcTBA T'onen no

Analysis performed according ND / Apanus nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 4 of 8§/ C1p. 4 u3 8

;}0 Test / Iloka3zaTesnnb Results / PesynbsTaTtel Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOPOIHOCTBL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He OGosnee L 10 %
2/20 Tabnetox — He 6onee £ 20 %

5 Disintegration time / 00 min 16 sec / 00 mun 16 cex Not more than 3 min/ He 6onee 3 mun
PacnagaemocTn

6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 97% Not less than 75% (Q) of

. Ci15Hi3NO3+C4H 1 NOs (ketorolac
0,
Unieged Taou-2 99% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 97% 75% (Q)  CisHisNOs*CsH1NO3
. . (keToponaka  TpPOMETaMHH)  depes
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 98%

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

JlucnepcHoCTh 710 um sieve is formed. / OBpazyeTcs
OIHOpPOIHAs CYCIICH3HsA, INpOoXoasuias
CKBO3b CUTO C pa3MepoM OTBEpPCTHMH
710 MKM.

Remarks: The Product conforms

to ND/

Conclusion: APPROVED /

Ipumeuanwe: [IpopykT cooTBeTcTBYET Tpebosanuam HJJ

Zaxmouenne: OJOBPEHO

Prepared by /
IToaroToBneHO: Amlirfiih

Checked by /
[posepeno: Santosh Kumar
Maurya

e ——

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoanrens
Pavan Kumar Sharma ¢ sm———

—

Kumar Gﬁ//
Reprint Date /

Hata: 26.07.2024

Reprint Date /
Jara: 26.07.2024

Reprint Date /
Jara: 26.07.2024

Registarad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, hdia
Tel: +91 40 4900 2900, Fax: +81 40 3900 2999, Email: mail@drreddys.cem
CIN: L351954P1984PLCCOAS0TY

www.drreddys.com
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Dr.Reddy’s Q,.° Bt Wl
CERTIFICATE OF ANALYSIS e '
CEPTHPHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon™ Dkenpecce (ketoponak) TabaeTku, AUCIeprupyeMble B MOJI0CTH pTa, 10 mr

Batch No / : V2401386 Batch Quantity / : 3600000 tab /
Cepus Ne Oobem cepuu 3600000 Tab
Analytical Report No / : 040002600952 Date of Analysis / 1 26.07.2024
AHanuTHYecKHH oTueT No JaTa ananausa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTta npou3BoacTBa I'ogen oo

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

Page Sof 8/ Crp. 5u3 8

8 Related impurities / PoncTBeHHbIe npumecu
ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He Gonee 0,5 %
l_rnﬂpOKCHaHaﬂor Huxe npeneia KOJIMY4CCTBEHHOTO
KeToponaka onpeaenenus (I1KO = 0.0032 %)
ketorolac 1-keto analog/ 0.06% Not more than 0.8 % / He 6onee 0,8 %
1-KkeToaHaJOr KeTOpOJiaKa
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHas 0.01%
HeHIEHTU(DUIHPOBAHHAS
MPHMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %

Cymma npumeceit

9 Water / Boaa 2.9 % Not more than 7.0% w/w /
He 6omnee 7,0 %

10 Residual solvents by GC/ OcTaTo4uHble OpraHUYecKue pacTBOPUTE/IH

Isopropyl alcohotl / 07 pg/tab / Not more than 350 pg/tab /

Hzonponanon 07 Mkr B Tabnetke He Gonee 350 mMxr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [lponykT cooTBeTcTBYeT Tpeboanusam HJI 3axaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ambygsh. ITpoeepeno: Santosh Kumar | Onobpeno: Menemxep / {R}-’KOBOHHTCJII:
Kumar W Maurya ( Pavan Kumar Sharma ¢ s

392l y : e
Reprint Date / Reprint Date / Reprint Date /
Jlara: 26.07.2024 Jara: 26.07.2024 Hata: 26.07.2024
Pegistercd Ofice: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, fndin
Tel: 491 304900 2900, Fa: +61 40 4200 2000, Enail: mailDdrreddys com

Chivd: LBS1S5APIRNRAPLICNES0T

v drreddys.cem



Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOUKAT AHAJTHA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™® Dkcnpece (keroposiak) TabieTkH, IMCHeprupyeMble B 10J10CTH pTa, 10 Mr

Batch No / : V2401386 Batch Quantity / : 3600000 tab /
Cepus Ne O01emM cepnu 3600000 Ta6
Analytical Report No / : 040002600952 Date of Analysis / : 26.07.2024
AHanHTHYECKHIT oTyeT No Jlara ananu3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026

JaTa npou3BoaACTBA Togen mo

Analysis performed according ND / Ananu3s nposeaen no H/L:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 /C1p. 6 m3 8

11 Microbial enumeration tests / MukpoouoJsioruyeckasi 4ucTota*

Count / Obuiee yucio
a’pOOHBIX MHKPO-
OpraHn3MOB

a) Total Aerobic Microbial NA

Not more than 1000 CFU/g /
He 6osee 1000 KOE/r

YHCI0 JPONOKEBBIX U
MJIECHEBBIX TPHOOB

b) Total Combined Yeast NA
and moulds count / O6iee

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytrctBUEB I T
12 | Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OOHOPOAHOCTD 15.0 / TlpuemouHoe 3HaueHue (AV) He
NO3MPOBaHHA 6onee 15,0.
13 Assay / KoiinyecTBeHHOE 9.8 mg/9.8 mMr From 90mg to 11.0mg of
onpeneJsieHHe (97.7 %) C15H;3NO3*C4H1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 MT C15H13NO3'C4H11NO3
(ketoponaka TpoMetamuH) (ot 90,0 10
110,0 % OT 3asBJIEHHOrO KOJNUYECTBA) B
TabyeTke

14 Butylhydroxyanisole

0.0901 mg/tab /

content / Coxgepxanue 0.0901 Mr B TabneTke
6y TUIITMAPOKCHAHH3012

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabieTke

Remarks: The Product conforms to ND/
IMpumeuanne: IIponykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

IloaroroBieHo: Anﬁggl
Kumar ( s

‘ny

-

Checked by /
ITpoBepeno: Santosh Kumar
Maurya

el

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pyxosoanreb

Pavan Kumar Sharma Lj_::—;/

Reprint Date /
Jlara: 26.07.2024

Reprint Date /
JlaTa: 26.07.2024

Reprint Date / .
Hara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Teb: +91 40 4900 2900, Fax: +91 10 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Oxcnpecc (ketoposnak) TabieTky, aAvcnepriupyemsie 8 noaocti pra, 10 mr

Batch No / : V2401386 Batch Quantity / : 3600000 tab /

Cepnsa Ne O0Bem cepun 3600000Tab6 |
Analytical Report No / : 040002600952 Date of Analysis / : 26.07.2024
AnanuTHdeckuii oTuer Ne Jara ananauza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026

JlaTa mpoH3BOACTBA Yonen no

Analysis performed according ND / Ananmu3 nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page70f8/Ctp. 7n3 8

15 Package / YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carlon
pack. / o 10 Tabnerox B
6rucrepe w3 (ITA/AJVIID ¢
grnaronornotutenem/I12BII)
¢onsru // (I15/AJ1) donbru. Ilo
2 6nucrepa ¢ MHCTPYKLHMEN 110
MPUMEHEHHIO 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
rabnerok s Gnucrepe uz (ITA/AJIVTID ¢
praronorinoturenem/I19BII) doneru //
(T13/AJ1) domwru. [Mo 1 unu 2 6nucTepa
¢ MHCTpYKUMEH 0O NPUMEHEHHIO B
Na4yKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorsetcTBru ¢ HJT

17 Storage conditions /
XpaHeHue

Below 25 °C. / IIpu Temnepatype He Bbie 25 °C.

18 | Shelf life / Cpox rognoctu

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.
* [Ipn BBLINYCKe JIEKAPCTBEHHOTO NpenapaTa KOHTPOJIb KayecTBa 110 rnokas3aTenio «Mukpobuonoruyeckas
YUCTOTA» MPOBOAUTCA AT Kaxaoii 20-oii cepuH, HIH AJISl OQHOIT CEPUHU B IOf1, B 3aBUCUMOCTH OT TOr0, YTO

HACTYNIMUT paHbIlUe.

Remarks: The Product conforms to ND/
IMpumeuanue: [TpogykT coorBeTcTBYeT Tpebopanusam HJI

Conclusion: APPROVED /
3axmovyenue: OJOBPEHO

Prepared by /
IloarotoBneHo: Amblﬁfh“

Checked by /
[IpoBepeno: Santosh Kumar
Maurya )

app—

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens
Pavan Kumar Sharma (. o

f 1

f

K AN
umar 65\\1/
Reprint Date /

Jara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tal- +Q1 4N ARNN 76NR, Fav- =91 AN AQNN 79448 Fmail: m:il@r‘lrn‘n.’*r‘i\’rc rom
CIN: L85195AP1934PLCO0A507

wwiw.drreddys.com



Dr.Reddy’s ":‘

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

CEPTUOPUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dxenpece (ketoponak) TabneTky, nucneprupyemsie B M010CTH pra, 10 mr

Batch No / : V2401386 Batch Quantity / : 3600000 tab /
Cepusi Ne Oobem cepun 3600000 Tab
Analytical Report No / : 040002600952 Date of Analysis / : 26.07.2024
ApaanTudecKuii oryer No JlaTa ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npomn3BojacTBa T'ogen po

Analysis performed according ND / Ananns nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8§ of 8/ Crp. 8 u3 8

API name / HaumenoBanue A®C:

Ketorolac tromethamine / KeToponaka

Homep cepuu cyGecTannnu npoussoautens I'JIP:

TpOMeTaMHH
INN / MHH: Ketorolac / Ketoposak
API manufacturer batch number / ABRH002813
Homep cepun npouspoautens ADC:
FP Manufacturer API Batch number / FERA00195

API Manufactured by & country /
Ipoussoauteas APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penuu'c Jlaboparopuc JIta., MHaus

Remarks: The Product conforms to ND/
IMpumeuanue: [IponykT cooTBeTcTByeT TpeboBanmam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

IMoaroroBneno: Ambresh. IMposepeno: Santosh Kumar | Omobpeno: Menemxkep / Pykosoaurens

Kumar gt Maurya
G

Approved by: Manager/Executive /

Pavan Kumar Sharma ;'x__—,

Reprint Date / Reprint Date /
Jara: 26.07.2024 Jlarta: 26.07.2024

Reprint Date /
Hara: 26.07.2024

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: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



