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, INDIA
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIM3A

IWLGTTECT S oom

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MNpoadykr: Ketopon" Dkenpecc (keToposiak) TabneTky, AMcNeprupyembie B NosocTn pra, 10 mr

BatchNo / : V2302402 Batch Quantity / : 3145500 tab /
CepHa Ne O0Bem cepun 3145500 tab
Analytical Report No / : 890001704090 Date of Analysis / : 30.11.2023
AnaJluTHuecKHii oTyer Ne JlaTa anannza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara npoH3BoacTBA T'onen o

Analysis performed according ND / Ananns nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenune Ne2 ot 11.11.2022)

Page10f8/Crp. 1 mn3 8

No

Test / IToka3areb
Ne

Results / Pe3ynpTaTh

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpymiele, I[UIOCKHE
TabneTkd c (ackoil, CBeTIIO-
XEJITOro LiBeTa C IPaBUPOBKOI
«l» Ha omHO’ cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyruble, miockue TabaeTku ¢ Gackoi,
CBETJI0-XEJTOro IBeTa C I'PaBHPOBKOM
«l» Ha OJHO¥ CTOpOHE.

2 Identification / IToJUTHHHOCTH

Ketorolac / Kemoponak

a) Byuv/
V®-cnexTpotoToMeTpHs

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-criekTpsl
MOTJIOLIEHHUS] UCIIBITYEMOIO PacTBopa 1
pacTBopa  CTaHZapTHOro  obfpasua
KETOpOJlaka TPOMETAMHHA  JOJDKHBI
HUMETh MaKCUMYMBI IPH OIHOM U TOH xe
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: [IpomykT cooTBeTCTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3axmoyenue: OJIOBPEHO

Hara: 30.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: Sant(% IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykopaurens
Kumar Maurya ( Manoj Kumar j z é

—
Reprint Date / Reprint Date / Reprint Date /

Jlara: 30.11.2023

Hata: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLC0O04507

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  1e|: 191 98166 56001-02
CEPTH®HKAT AHAJIM3A vrwv drieddye.oom

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykt: Keropon® Dxenpecc (keToposiak) TabieTkH, AUCTIEPrHpYeMbl€ B M0JI0cTH pTa, 10 Mr

BatchNo / : V2302402 Batch Quantity / : 3145500 tab/
Cepya Ne O0BeM cepHH 3145500 Tab
Analytical Report No / : 890001704090 Date of Analysis / : 30.11.2023
AnajJuTHyeckuii oTuer No JlaTa ananuza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jdara nponssoicraa T'ogen xo

Analysis performed according ND / Ananuz nposenen no HJI:

JII1-004929-011119 (amend

27.12.2021, usmenenne Ne2 or 11.11.2022)

Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or

Page 2 of 8 /Ctp. 2 n3 8

No

Test / IToka3zaTenab
Ne

Results / Pe3ynpTatsl Specification / Hopma

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). / Bpemsa ynepxuBaHus
OCHOBHOTO IMKa Ha XpoMaTorpamme
HCOBITYEMOTO  pactTBopa  HOJDKHO
COOTBETCTBOBATh BpeMeHH
yIepXMBaHWA OCHOBHOTO TNHKa Ha
XpoMmarorpaMmme pacTBopa
CTaHAApTHOTO 0O0paslia KeTopoJaKa
TpOMETaMMHA (paznen
«KOJIMYECTBEHHOE OTIPEICNICHUEY).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: Tpoaykt cooTBeTcTBYET TpeboBanuam HJI 3akarwuenue: OJJOGPEHO

Prepared by /
TloaroTosneno: Santosh
Kumar Maurya

—

Checked by / Approved by: Manager/Executive /
IIpoeepeHo: Pardeep Kumar | Onobpeno: Menemkep / Pykosonuresns
Manoj Kumar p

Reprint Date /
Jara: 30.11.2023

Reprint Date / Reprint Date /
Jarta: 30.11.2023 Jara: 30.11.2023

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: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIM3A
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
. y
Hpoiykr: Keropon" Dxenpece (keroponak) TabneTky, HCNEPrupyeMble B 10JI0CTH pTa, 10 mMr

Batch No / 1 V2302402 Batch Quantity / : 3145500 tab /
Cepha Ne O0bem cepHH 3145500 Tab
Analytical Report No / : 890001704090 Date of Analysis / : 30.11.2023
AnajnTHyecKHH oTueT No Jara ananusa

Date of Manufacture / : 10/2023 Date of Expiry / : 0972025
Jara nponssoacrsa TI'onen a0

Analysis performed according ND / Anau3s nposeaen no HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenue Nel or
27.12.2021, nsmenenne Ne2 or 11.11.2022)

Page 3 of 8/ Crp.3 u3 8

i:) Test / [loxa3aTesb Results / Pe3ynpTaTh Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoaauHHOCTD butylhydroxyanisole peaks on the
OyTHITHAPOKCHAHH30 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). / DBpemeHa yAepXKuUBaHMs
[MKOB  2-OyTWATHMAPOKCHAHH30MA U
3-6yTUIrHAPOKCHAHH30JIa Ha
XpoMaTorpamme UCTILITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpPEMEHAM  YJAEPKUBAHHA IMKOB
2-0yTHNTHAPOKCHAHU30J1a "
3-6yTHATHAPOKCHAHU30JIa Ha
XpoMaTorpamme pacTBOpa
CTaHAAPTHOTO obpasna
OYTHITHAPOKCUAHHU30TIa (pazmen
«Conepxanne
OyTUNTHAPOKCHAHU30IA).
4 Average weight / Cpeausist 68.6 mg / 68.6 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mmr o 72,8 mr (70,0 Mmr +4,0 %).

Remarks: The Product conforms

IMpumeuanue: [Ipoxyxt cooTBeTCTBYET Tpebopanuam HJT

to ND/

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh

Kumar Maurya @/7
S

Checked by /
IMpoeepeno: Pardeep Kumar

<L

Approved by: Manager/Executive/
Onobpeno: Menemkep / Pykoroauresib

Manoj Kumar .

Reprint Date /
Jara: 30.11.2023

Reprint Date /
JlaTa: 30.11.2023

Reprint Date /
Jata: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0OG4507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Ketopon®” Okcnpecc (keToposak) TabjieTku, AHCIeprapyeMble B N0JOCTH PTa, 10 mr

Batch No / : V2302402 Batch Quantity / : 3145500 tab /
Cepns Ne O6beM cepun 3145500 Tab
Analytical Report No / : 890001704090 Date of Analysis / : 30.11.2023
AHaluTHYecKHil oTueT Ne Jara ananuza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JlaTa npou3BoAcTBA I'onen mo

Analysis performed according ND / Ananns nposeaen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 4 of 8/ C1p. 4 u3 8

1;.00 Test / Iloka3aTenn Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOOHOCTH MACCHI 2/20 tablets - not more than + 20 % /

18/20 rtabnerox — He 6Gonee =10 %
2/20 Tabnetok — He Gonee £ 20 %
5 Disintegration time / 00 min 22 sec / 00 MuH 22 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 101% Not less than 75% (Q) of
. C15H13NO3*C4sH | NO;3 (ketorolac
Unit-2 / Ta6n-2 101% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 96% 75% (Q  CisHisNO3*C4HiNO;
. . (keToposiaka  TPOMETaMHH)  4EpE3
Unit-4 / Tabn-4 97% 15 MHE
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHocTb 710 pm sieve is formed. / O6pasyeTcs
OIHOPOAHAs CYCIECH3Ws, MPOXOAANas
CKBO3b CHTO C pa3MepoM OTBEpCTHH
710 MKM.

Remarks: The Product conforms to ND/
[Tpumeuanue: IIpoaykT cooTBeTcTBYeT Tpedosanusm HJ

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Santosh I[Ipoeepeno: Pardeep Kumar | Omobpeno: Menemxep / Pykosogurens
Kumar Maurya g Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /

Jlata: 30.11.2023 Hara: 30.11.2023 Jara: 30.11.2023

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
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CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HUKAT AHAJIM3IA

Tel : 491 98166 56001-02
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dkenpece (xeToponak) TadaeTki, AHCTIEPrHPYyeMbIe B M10JI0CTH PTa, 10 mMr

Batch No / : V2302402 Batch Quantity / : 3145500 tab/
Cepnsa Ne O6nem cepun 3145500 rab
Analytical Report No / : 890001704090 Date of Analysis / : 30.11.2023
AHaJuTHYeCKHH oTyer Ne Jara anannza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara npon3BoacTea T'open no

Analysis performed according ND / Ananus nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenue Nel ot

27.12.2021, m3menenne Ne2 or 11.11.2022)

Page Sof 8/ Crp. Su3 8

8 Related impurities / PoacTBeHHbIe NpAMECH

1-rufpoxcruaHaior

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Hnxe npenena o6Hapyxenus (ITO =

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

KEeTopoJIaKa 0.0010%)
ketorolac 1-keto analog/ 0.09 % Not more than 0.8 % / He 6onee 0,8 %
1-xeToaHaIOr KETOpOJIaKa
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAs
HenaeHTH)UUUPOBaHHAS
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei

9 Water / Boaa 2.6% Not more than 7.0% w/w /

He Gonee 7,0 %

10 | Residual solvents by GC/ OcTaTO4HBIE OPraHHYeCcKHe pACTBOPUTETH

Isopropyl alcohol /
W3zonponanon

10 pg/tab /
10 MKT B TabneTke

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

Conclusion: APPROVED /
3axmodenne: OJJOBPEHO

Remarks: The Product conforms to ND/
Ipumeyanue: [IponykT cooTseTcTBYeT TpeboBanuam HJ

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoneHo: Santosh IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoauTens
K M Manoj K

umar Maurya ;& I o anoj Kumar @ ,_v_;ﬂ
Reprint Date / Reprint Date / Reprint Date /
JHara: 30.11.2023 Hara: 30.11.2023 Hara: 30.11.2023

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



@e Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ... Formulation Unit-6
o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS . 491 98166 56001-02
CEPTUO®HUKAT AHAJIN3A warvindrredovsicom

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkcnpecc (keToposiak) TabneTky, Ancneprupyembie B nonocty pra, 10 mr

Batch No / 1 V2302402 Batch Quantity / : 3145500 tab /
Cepna Ne O6bem cepun 3145500 Tab
Analytical Report No / : 890001704090 Date of Analysis / : 30.11.2023
AHaJMTHYECKHH oT4yeT Ne Jara anaausa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JaTa npon3BoJACTBA I'onen no

Analysis performed according ND / Ananus nposeaen mo H/L:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 6 of 8 / Ctp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuonoruyeckas YyucTora™

a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / Ob1uee yucio Less than 10 CFU/g/ He 6onee 1000 KOE/r
a’po6HBIX MUKpO- Menee 10 KOE/r
OpraHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Ob1wee Less than 10 CFU/g / He 6onee 100 KOE/r
YUCIIO APOACKEBBLIX H Memnee 10 KOE/r
UIECHEBBIX TPHOOB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrctByeTB 1 T OrcytcTBUe B 1 T
12 | Uniformity of dosage units / 2.7 Acceptance value (AV) not more than
OnpHopoaHOCTH 15.0 / TlpuemouHoe 3HayeHHE (AV) He
JI03UPOBAHMS 6onee 15,0.
13 | Assay/ KoaudecTtBeHHOe 9.8 mg/9.8 Mmr From 90mg to 11.0mg of
omnpeaeeHue (97.7 %) C15H;3NO3*C4H 1 NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
a0 11,0 MI’ C15H13NO3°C4H11N03
(ketoponaka tTpomeramuH) (ot 90,0 mo
110,0 % OT 3asBIEHHOTO KOJIUYECTRA) B

TabneTke
14 | Butylhydroxyanisole 0.0943 mg/tab / Not less than 0.042 mg/tab /
content / Coaep:kanue 0.0943 mr B Tabnetke He menee 0,042 mr B TabneTke
Oy THITHAPOKCHAHH30/1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanne: [IpoaykT cooTBeTCTBYET Tpebosanram HJI 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MToproroBneHo: Santosh IIpoeepeno: Pardeep Kumar | OnobpeHo: Menemiep / Pykosonurens
Kumar Maurya Cq)gf_ E Manoj Kumar @J
= 3 (Y Lt
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.11.2023 Hara: 30.11.2023 Hara: 30.11.2023

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: L85195AP1984PLC0045C7
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

Tel : +91 98166 56001-02
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcenpece (keTopoiiak) TabneTky, AHCNeprupyemMble B nonoctu pra, 10 mr

Batch No / : V2302402 Batch Quantity / : 3145500 tab /
Cepnsa Ne O0bem cepHH 3145500 Tab
Analytical Report No / : 890001704090 Date of Analysis / : 30.11.2023
AHaiuTHYecKHi oTyeT Ne HaTa aHann3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara npoussoacTea I'ogen no

Analysis performed according ND / Ananu3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 7 of 8 /C1p. 7 n3 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 carton
pack. / Tlo 10 Tabnerok B
o6mucrepe us (TTA/AJVIID ¢
piaronoraotuteaeM/[13BIT)
donwru // (I13/AJ) doneru. Io
2 6muctepa ¢ WHCTPYKLHEH MO
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
Tabnerok B Gimcrepe u3 (ITA/AJVTID ¢
snaronorsiotureem/[I9BIT) donsru /
(IT3/AJT) dossru. Io 1 wnu 2 6aucrepa
C MHCTpYKUMENH II0 NPHUMEHEHHIO B
MayKy KapTOHHYIO.

16 | Labeling / MapkupoBKa

According to ND / B cootBercTBuu ¢ HJ[

17 | Storage conditions /
XpaHeHnue

Below 25 °C. / Ipu Temnepatype He Bbiuie 25 °C.

18 Shelf life / Cpox roguocTn

2 years / 2 ropna

* 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 BbINycKe JEKAPCTBEHHOr0 NpenapaTa KOHTPOJIb KaYecTBa 1o nokasareso «MukpoGnoornueckas
YHCTOTAa» MPOBOAUTCS AJIA KAXKA0i 20-0ii cepuu, WIH AJIS OXHOI CepUH B IO, B 3aBHCUMOCTH OT TOr0, YTO

HaCTYNUT paHblIe,

Remarks: The Product conforms to ND/
[Mpumeuanue: [Tpogykt cooTBeTCTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToeneno: Santosh I[Ipoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykooauTesb
Kumar Maurya ' ; Manoj Kumar g .
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.11.2023 MHara: 30.11.2023 Jlarta: 30.11.2023

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: mail@direddys.com
CIN: L§5195AP1984PLC004507

www.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
CEPTUP®HUKAT AHAJIM3A wWwLOrreddys.cam

’ﬁ)duct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon®™ Dkcnpecc (keToposiak) TabneTky, AUCHEPrHpYeMbIe B MOJIOCTH PTa, 10 Mr

Batch No / : V2302402 Batch Quantity / : 3145500 tab /
Cephg Ne O0BeM cepun 3145500 tab
Analytical Report No / : 890001704090 Date of Analysis / : 30.11.2023
AHAINTHYECKHH 0TUeT No JlaTa anaausa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JaTa npou3BoacTBa I'ogen no

27.12.2021, uzmenenue Ne2 ot 11.11.2022)

Analysis performed according ND / Aganus nposeaen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

Page 8 of 8 / Crp. 8 m3 8

APIname / HanmenoBanne A®C:

Ketorolac tromethamine / Ketoponaka

Howmep cepuu cy6cTanuun nponssoaurens IJID:

TPOMETAMUH
INN/ MHH: Ketorolac / Keroposak
API manufacturer batch number /
Homep cepuu npouspoautensi ADC: ABQH005389, ABQH004831
FP Manufacturer API Batch number / FEQA00496, FEQA00500

API Manufactured by & country /
IpousBoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlabopaTopuc JIta., Uunus

Remarks: The Product conforms to ND/
[Tpumeuanye: ITpoaykT coorBeTcTBYET Tpebosanuam H/I

Conclusion: APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[onarorosneno: Santosh IposepeHo: Pardeep Kumar | Omo6perno: Menemxkep / Pykosogutens
Kumar Maurya (g_ E / Manoj Kumar J
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.11.2023 Jara: 30.11.2023 Hara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




