Dr.Reddy’s ":‘.

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

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcrnpece (KeToposiak) TableTkH, AUCHeprupyemble B MOJIOCTH pra, 10 mr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
Cepls Ne O6beM cepuy 3600000 Tab
Analytical Report No / + 890001676609 Date of Analysis / : 27.07.2023
ApainTudeckuii oTyeT No JlaTa aHaJu3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JdaTa mpousBoacTsa T'onen xo

Analysis performed according ND / Ananu3 nposeaen mo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, namenenue No2 ot 11.11.2022)

Page1of8/Crp. 1 m38

No

Test / loxkazaTens
Ne

Results / Pe3yabTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymisle, Iiockue
Tabnetkd ¢ ¢ackol, CBeTOo-
XKEJITOro IBETa C I'PaBHPOBKOM
«l» Ha oHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyruslie, miockue Tabnetku ¢ Gackoi,
CBETJIO-KENTOrO 1BETa C IPaBUPOBKOI
«l» Ha OHOH CTOPOHE.

2 Identification / ITogiMHHOCTDL

Ketorolac / Kemopoaak

a) Byuv/
VY®-cnekrpodoromerpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
MOTJIOLIEHHUs UCIIBITYEMOTO PacTBOpa U
pacTBopa  CTaHIAapTHOro  ofpasua
KETOpoJlaka TpOMETaMUHa  JOJDKHBI
HMETh MaKCUMYMBI IIPH OHON U TOH e
IUTMHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: [IpoxykT cooTeTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
Zaknawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Pardeep IMposepepq: Santosh Kumar | Ono6pero: Menemkep / Pykosguurens
Kumar :;‘ Kumar l&!‘ Manoj Kumar AM
Reprint Date / Reprint Date / Reprint Date /

Jlara: 27.07.2023 Hara: 27.07.2023 Jara: 27.07.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




Qe Dr. Reddy's Laboratories Ltd,
Dr. Red dy’s .“ Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS v : +91 98166 56001-02
CEPTHOUKAT AHAJIH3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Dkenpece (keToponak) TabaeTku, IMCNEeprupyeMbl€ B MOJIOCTH pTa, 10 Mr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
Cepua Ne O6pem cepun 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AHAJIHTHYECKHH 0TyeT No Jara anaausa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa npoH3BOACTBA T'open no

Analysis performed according ND / Ananus nposeaen mo HI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 2 of 8 /Crp. 2 n3 8

No

No Test / IlokazaTenb Results / PesynsTaThl 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). / Bpems  yaepXuBaHHA
OCHOBHOTO NMKa HA XpOMAaTorpaMmme
MCTBITYEMOTO ~ pacTBopa  HOJOKHO
COOTBETCTBOBATh BpPEMEHH
yIepXKMBaHWA OCHOBHOTO THKa Ha
XpOMaTorpamme pacTBopa
CTaHAapTHOro obpasia KeTopoyaka
TpOMETaMUHA (pazmen
«KOoNnUYeCTBEHHOE OPEIEEeHUEY).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[MTpumeuanue: [TpoaykT cooTBeTcTByeT Tpedosanuam HJI 3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pardeep Tposepeno: Santosh Kumar | Ono6peno: Menemxep / PykoBQauTenb

Kumar f ‘ Kumar m Manoj Kumar n@

(e

Reprint Date / Reprint Date / Reprint Date /
Jara: 27.07.2023 Jara: 27.07.2023 Hara: 27.07.2023

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: L85195AP1984PLCO04507
www.drreddys.com



, (X3 Dr. Reddy's Laboratories Ltd.
Dr. Reddy S ... Formulation Unit-6
° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  1e): +91 98166 56001-02
CEPTHOHUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon” Dkenpece (ketoposnak) TabieTKH, AUCNEPrHPYEMbIC B NOJIOCTH PTa, 10 Mr
Batch No / : V2301307 Batch Quantity / : 3600000 tab /
Cepusa Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AnannTuieckuii oTyer Ne JlaTa anaau3a
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa mpou3BoaCTBa I'onen no
Analysis performed according ND / Anann3 nposeaen mo HJ(:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or
27.12.2021, m3menenne Ne2 or 11.11.2022)
Page30of 8 /Crp.3 u3z 8
i.f Test / IlokasaTenb Results / PesyabTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopnHHHOCTH butylhydroxyanisole peaks on the
Oy THArHIPOKCHAHH30 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 ynepXuUBaHUA
NUKoB  2-OYTWITHAPOKCHAHU30NIAa |
3-6yTWIrMAPOKCHAHH30IA Ha
Xpomarorpamme HCIIBITYEMOTO
pacTBOpa HODKHBI COOTBETCTBOBATh
BpEMEHAM  YNEPXKUBAHHA  IHKOB
2-6yTHITHAPOKCHAHU30JIa u
3-6yTWITHAPOKCHaHH30J1a Ha
XpOMaTorpamMmme pacTBOpa
CTaHJIApTHOTO obpasua
6y THITHAPOKCHAHU30TIa (paznen
«ConepxaHue
Gy TUIITHAPOKCHAHH30JIa»).
4 Average weight / Cpeanss 69.1 mg/ 69.1 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
macca Ot 67,2 mr g0 72,8 mr (70,0 Mr+4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [IpoxykT cooTBeTcTBYET TpebosaHuam H/L 3axmoyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pardeep Tposepeng: Santosh Kumar | Ono6peno: Menemxkep / PykoBoauTens
Kumar E , Kuunal % Manoj Kumar j g " EJ/
Reprint Date / Reprint Date / Reprint Date /
Jata: 27.07.2023 Jarta: 27.07.2023 Jara: 27.07.2023

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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HKAT AHAJN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon" Bkenpece (keroponak) TabieTky, ANCIEPrupyeMble B 0JIOCTH pPTa, 10 mr

Batch No / : V2301307 Batch Quantity / : 3600000 tab/
Cepna No O6beM cepHH 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AnajaTuyecknii oTyer Ne JaTta anajusa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTa npou3sBoaACTBA T'open go

Analysis performed according ND / Ananm3s nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenne Nel or

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 4 of 8§ /C1p. 4 u3 8

i:) Test / IlokaszaTenb Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOPOAHOCTHL MacChl 2/20 tablets - not more than + 20 % /

18/20 Ttabnetox — He 6Gomee + 10 %
2/20 Tabnerok — He Gonee = 20 %
5 Disintegration time / 00 min 19 sec / 00 muH 19 cek Not more than 3 min / He 6onee 3 MuH
Pacnagaemocthb
6 Dissolution / PacTBopeHnue Unit-1 / Ta6bn-1 102% Not less than 75% (Q) of
. CisH13NO3*CsH 1 NOs (ketorolac
Unit-2 / Ta6a-2 103% tromethamine) in 15 min / He menee
Unit-3 / Ta6x-3 101% 75%  (Q)  CisHisNO3*C4HiiNO3
. (keToponaka  TpPOMETaMHMH)  4epe3
Unit-4 / Ta6n-4 101% N5 wE
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / O6paszyetcs
OIIHOPOAHAs CYCHEH3Ms, NpOXOAsiias
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms

ITpumeuanue: [Ipoaykt cooTBeTcTRYeT Tpebosanuam H/L

to ND/

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
Tloarororneto: Pardeep

Checked by /
[Mposepeno: Santosh Kumar

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

Hara: 27.07.2023

Knmar f ] Kumar éﬁi{j’_ Manoj Kumar @é&‘;«
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.07.2023

Jara: 27.07.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Ketopon® Dkcnpece (keToponak) TabeTkH, AucIieprupyemble B nonocty pra, 10 mr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
| Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AnanuTudecknii oryer Ne JlaTa anann3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa npousBoacTBa I'onen xo

Analysis performed according ND / Ananu3 nposeaen mo HJ/L:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

PageS5of8/Crp.Sm3 8

8 Related impurities / PoacTeeHHble pUMecH

ketorolac 1-hydroxy analog /
1-ruapoxcuasanor

Below LOD (LOD = 0.0010 %) /
Huxe npenena obnapysxenus (IO =

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

KeTopoJjiaKa 0.0010 %)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6omnee 0,8 %
1-keToaHaIor KeTopoJiaka
Any unidentified impurity / 0.06 % Not more than 0.5 % / He 6onee 0,5 %
eJIMHIYHASA
HeUAeHTH(HULUPOBaHHAS
NPHMECh
Total impurities / 0.2 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

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

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaToyHbpIe OpraHu4ecKue pacTBOPUTENIN

Isopropyl alcohol /
H3onponaHon

6 pg/tab /
6 MKT B TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
[Mpumeuanue: Ilpoaykr cooTseTcTBYET TpeboBanusam HJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoaroroneno: Pardeep

Checked by /
I1 poaepegsantosh Kumar

Kumar g

Approved by: Manager/Executive /

Opnobpeno: Menemkep / Pykogoauress
Manoj Kumar '@“'/"@'

Kumar f
Reprint Date /

Hata: 27.07.2023

Reprint Date /
Hara: 27.07.2023

Reprint Date /
Hata: 27.07.2023

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



L Dr. Reddy's Laboratories Ltd.
Dr. ReddY’s ... Formulation Unit-6
° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 7. 491 98166 56001-02

CEPTUDPHEKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Dkcnpecc (keToponak) TabaeTky, AMCIIEPrHpyeMbie B MONOCTH PTa, 10 mr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AHaMHTHYECKHH oTYeT Ne Jara anaiusza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa npousBoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposeaen no HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzsmenenne Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 6 of 8 / Crp. 6 u3 8

11 Microbial enumeration tests / Muxpo6uonoruyeckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61iee 41cao He Gonee 1000 KOE/r
a’pOoOHBIX MHKpPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6Gosee 100 KOE/r
YHCJIO IPOXOIKEBBIX U
IUIECHEBLIX IpUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B 1 T
12 | Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OaHOpPOAHOCTD 15.0 / llpuemouHoe 3Ha4deHue (AV) He
JO3UPOBaHUSA 6ouee 15,0.
13 | Assay/KonnyecTBeHHOE 9.9mg/9.9Mr From 90mg to 11.0mg of
onpeaeJieHue (99.4 %) C15H13NO3°C4H (1 NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 Mr C15H13NO3'C4H1 1NO3
(ketoponaka TpomeraMuH) (ot 90,0 mo
110,0 % oT 3asIBIIeHHOTO KOJIMYECTBa) B

TabneTke
14 | Butylhydroxyanisole 0.0981 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHmue 0.0981 mr B TabneTke He menee 0,042 mr B TabneTke
6yTHJ1FHIlpOKCHaHH3OJIa
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIponykt cooTBeTcTBYET TpeboBanusaM HJI 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pardeep ITposepeno: Santosh Kumar | Opobpeno: Menemxep / Pykosopuress
Kumar -f ) Kumar U@’[!/ Manoj Kumar L’_ﬁ wl
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.07.2023 Hara: 27.07.2023 Jara: 27.07.2023

cit L85
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Qe Dr. Reddy's Laboratories Ltd.
Dr.Red dy’s *°? Formulation Unit-6
° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS el : +91 98166 56001-02
CEPTUDOHKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dkenpecc (keToposak) TabJeTkH, IUcneprupyemble B nonocTH pTa, 10 mr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
|Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AHAanuTHYecKHi oTyeT No JlaTa apaJjusa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTa npoH3BoACTBa I'open mo

Analysis performed according ND / Ananu3 nposeaen mo HJ/L:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzamenenue Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 7 of 8 /Crp. 7 u3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a blister 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 blisters with patient | leatlet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnertok B Giucrepe u3 (ITA/AJI/TID ¢
pack. / Mo 10 Ttabnerok B | Braronornorutenem/II3BIT) ¢onsru //
omucrepe w3 (ITA/AJVIID ¢ | (IT3/AJT) donbru. Ilo 1 wiu 2 6nucrepa

srnarornornoturenem/I19BIT) C WHCTPYKLUMEHW M0 NpUMEHEHUIO B
doneru // (II3/AJ]) donsru. Ilo | mayxy KapTOHHYIO.
2 Gnuctepa ¢ HHCTpyKLHe#d mno
MPUMEHEHUIO B nayky
KapTOHHYIO.
16 Labeling / MapkupoBka According to ND / B coorBercTBuu ¢ HJ|
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiie 25 °C.

XpaHeHue

18 | Shelf life / Cpox rogHocTn 2 years / 2 roza

* 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 JEKAPCTBEHHOro MpenapaTa KOHTPOJIL KauecTBa No nokasartento « Mukpoduonornieckas
YHCTOTA» MPOBOANTCS ANS KAKAO0I 20-0fi cepuH, UK /IS OfHOM CEPUM B IOJ, B 3aBUCMMOCTH OT TOI'0, YTO

HACTYIHT paHbIIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Npumeyanue: IIponykt coorBeTcTBYET TpeboBanusM HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Pardeep IMpoepenq: Santosh Kumar | Onobpeno: Menemxep / Pykosoauresns
Kumar f _ Kumar ./'tl{_ Manoj Kumar @ﬁ@
Reprint Date / Reprint Date / Reprint Date /

Hata: 27.07.2023 Jara: 27.07.2023 Hara: 27.07.2023
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Qe Dr. Reddy's Laboratories Ltd.
Dr. Reddy,s ‘... Formulation Unit-6
* Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS | : 191 98166 56001-02

CEPTHOHKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon” Dxcnpece (keToponak) TabneTkH, HCHEPrupyemMble B NOJI0CTH PTa, 10 mMr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
| Cepns Ne O6bem cepun 3600000 Tab6
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AHAIMTHYECKHH oTyeT Ne Jara anaauza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npoH3BOACTBA T'ogen xo

Analysis performed according ND / Ananus nposeaen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 8 of 8 /C1p. 8 uz 8

API name / Haumenopaune ADC: Ketorolac tromethamine / KeToponaka
TPOMETaMHH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepun npoussoanteas APC: ABQHOGISSS

FP Manufacturer API Batch number /

Homep cepun cyberanunn nponssoautens [JID: EERQA00290

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

IMpomssoautens ADC, crpana: JI-p Pejuu'c JlaGopatopuc Jlta., Unans
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: TIponyKT COOTBETCTBYET tpeboeanusm HJJ Zakmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pardeep Iposepeno; Santosh Kumar | OnobpeHo: Menemxep / Pykopoaurens
Kumar i 7 Kumar @("L Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.07.2023 Hara: 27.07.2023 Jara: 27.07.2023




