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

CEPTH®HKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpece (keToponak) TableTkH, AMCHeprupyembie B MojaocTH pra, 10 Mr

Batch No / : V2301978 Batch Quantity / : 3600000 tab /
Cepnsa Ne O06BeM cepin 3600000 Tab
Analytical Report No / : 890001694193 Date of Analysis / : 17.10.2023
AHanuTHYecKHH oTyeT Ne Jlara aganusa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTta mpoH3BOACTBA TI'onen o

Analysis performed according ND / Ananus nposenen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 1 of 8 /Ctp. 1 m38

V®-criektpodoToMeTpHs

N . .
N? Test / IlokasaTenn Results / Pe3ynpTaTsl 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. / Kpyrmsle, miockue | Kpyrmsle, miockue TabneTku ¢ dpackoi,
Tabnetkn ¢ Qackoii, CBETIO- | CBETIO-XKENTOro IBETa C TPaBUPOBKOH
XENITOro 11BeTa C IpaBUpOBKOH | «l» Ha OJHOHA CTOpOHE.
«l» Ha oHOM CTOPOHE.
2 Identification / ITonMMHHOCTS
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTphl
HOITIOLIEH s HCIBITYEMOro pacTBopa
pacTBopa  CTaHZApTHOro  obpasla
KETOpOJIAKa TPOMETAMUHA  JOJDKHBI
MMETh MAKCUMYMBI IIPH OTHON H TOH e
JUTHHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: [Ipoxykt coorBeTcTByeT TpeboBanusm HJL

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
[Nonrotosneno: Pardeep

Checked by /
[Tposepeno: Santosh Kumar

Approved by: Manager/Executive /

Ono6peno: MeHemkep / PykoBoaurens

Hata: 10.11.2023

Jarta: 10.11.2023

Kumar Maurya ,,ﬁ—;"c” Botchu Anjali § ! )
Qt———{ — j
Reprint Date / Reprint Date / Reprint Date /

Hara: 10.11.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.
) ® h ,
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (xeToponak) TabieTky, AUcieprupyemsie B nonocts pra, 10 mr

Batch No / : V2301978 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab6
Analytical Report No / : 890001694193 Date of Analysis / : 17.10.2023
AnasuTHueckuii oTyeT Ne JdaTa ananusa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTta npou3BoacTBa T'oxen no

Analysis performed according ND / Ananu3s nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page2 of 8 /Crp. 2 u3 8

No

Ne Test / Iloka3arenb Results / Pe3ynbraThl 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 ymepXHBaHHUS
OCHOBHOI0 THKa Ha XpOMaTorpaMMe
UCOBITYEMOTO ~ pacTBopa  JOJDKHO
COOTBETCTBOBATH BpPEMEHU
VIOEepXUBaHHS OCHOBHOrO IMKa Ha
XpoMaTorpaMme pacTsopa
cTaHmapTHoro obpasna KeToponaka
TpOMeTaMHHA (paznen
«KONMYeCTBEHHOE OMPEHCIIEHUEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJJ 3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pardeep IMpoeepeno: Santosh Kumar | Ono6peHo: Menemkep / PykoBonutens

Kumar mj/i Maurya @_u,_\ Botchu Anjali

Reprint Date / Reprint Date / Reprint Date /
Hara: 10.11.2023 Jara: 10.11.2023 Jara: 10.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 7l : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkcnpecc (keToposak) TabneTky, AUCIeprupyemble B NoocTH pra, 10 Mr

Aganutayeckui order Ne

Batch No / : V2301978 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 tab
Analytical Report No / : 890001694193 Date of Analysis / : 17.10.2023

JlaTa aHau3a

JaTa npoH3BoOACTBA

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025

Togen no

Analysis performed according ND / Anann3s nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3amenenue Nel ot

27.12.2021, uzmenenue N2 ot 11.11.2022)

Page3of 8§/ Crp.3 u3 8

1;.:) Test / [Ioka3aTesab Results / Pe3ynbratsl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMogaunHOCTH butylhydroxyanisole peaks on the
Oy TUNrHAPOKCHAHHU30JI 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 yIep)KMBaHUA
HKOB  2-OyTWITHAPOKCHAHHM30NA |
3-0yTHATHIPOKCHAHU30TIa Ha
Xpomartorpamme UCTIBITYEMOTO
pacTBOopa JAOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yIepXXUBAHUS MTUKOB

2-6yTHITHOPOKCUAHK301a u
3-6yTHNTUPOKCUAHH30J1a Ha
XpoMaTorpaMme pacTBopa
CTaHIAPTHOTO obpasua
OYTHITHAPOKCHAHU30JIa (paszen
«CoanepxaHue

OYTIITHAPOKCUAHHU30J1a»).

4 Average weight / Cpeanss
Macca

69.6 mg / 69.6 MT 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 ™mr 1o 72,8 Mr (70,0 Mr £ 4,0 %).

ITonrotosneno: Pardeep

Kumar ?

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Tponykr cooTBeTcTBYeT Tpebopanuam HJL 3axmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

I[TposepeHo: Santosh Kumar | Opobpeno: Menemwkep / Pykosoaurens

Maurya @ Botchu Anjali &

Reprint Date /
Jara: 10.11.2023

Reprint Date / Reprint Date /
Hara: 10.11.2023 Hara: 10.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 430C 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q‘:°

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;i,
Distt. Soian, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 7} +91 98166 56001-02
CEPTUOHUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkcrnpecc (keroposak) TabaeTku, AUCTEprHpyeMble B NOJIOCTH pTa, 10 Mr

AHaauTHyeckuit oTyeT No

Batch No / : V2301978 Batch Quantity / : 3600000 tab /
Cepust Ne O06Bem cepun 3600000 Tab
Analytical Report No / : 890001694193 Date of Analysis / : 17.10.2023

JlaTa ananusa

JdaTa npou3BoacTBa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025

Tonen no

Analysis performed according ND / Anaaus nposeaen o HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 4 of 8/ Ctp. 4 u3 8

No

Test / [loka3aTeinb
Ne

Results / Pe3ynpTaThl Specification / Hopma

Uniformity of weight /
OaHOpPOAHOCTH Macehl

Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
2/20 tablets - not more than £ 20 % /
18/20 Tabneroxk — He 6onee = 10 %
2/20 TabneTok — He 6ojee = 20 %

5 Disintegration time / 00 min 19 sec / 00 mun 19 cex Not more than 3 min / He 6onee 3 Mmux
Pacnagaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Tabx-1 103% Not less than 75% (Q) of
. CisH13NO3*C4H;1NO; (ketorolac
Unit-2 / Tabn-2 99% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 99% 5% Q)  CisHisNOs*C4H1iNOs
) . (keToponaka  TpOMETaMMH)  Hepes
Unit-4 / Tabn-4 97% 15 muH
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
ducnepcHocTb 710 pm sieve is formed. / O6pasyercs

OJHOpOAHAs CYCIEH3Ms, MNpoXonslas
CKBO3b CHTO C DPa3sMepoM OTBEPCTH

IMoarotoenexo: Pardeep

Kumar i}

710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoaykt cooTseTcTBYeT TpeboBanuam HJI 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMposepeno: Santosh Kumar | Ogo6Gpeno: MeHemxkep / Pykoroaurens

Maurya @Vi Botchu Anjali &

Reprint Date /
Jara: 10.11.2023

Reprint Date / Reprint Date /
Jara: 10.11.2023 Jara: 10.11.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.

Formulation Unit-6

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

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcenpece (keToponak) TabaeTkH, JUCIIeprupyeMble B II0JI0CTH pTa, 10 Mr

Batch No / : V2301978 Batch Quantity / : 3600000 tab/
Cepusa Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 890001694193 Date of Analysis / : 17.10.2023
AHaMHTHYECKHI oTueT No Jlara anaam3a

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTa mpou3BoacTBAa T'onen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, usmenenue Ne2 ot 11.11.2022)

PageSof 8/ Crp. Su3 8

8 Related impurities / PoaecTBeHHble NpHMeECH

ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 %

1 -THAPOKCHaHaJI0T
KeTOpONiaka

ketorolac 1-keto analog/
1-keToaHaJIor KETOpoJIaka

Below LOD (LOD = 0.0010 %) /
Hike npenena obHapyxenus (I10 =
0.0010%)

Not more than 0.8 % / He 6oxnee 0,8 %

0.04%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eqUHUYHAS
HEUAECHTU(PUIIMPOBAHHAs 0.01 %
MPUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6oxee 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/ OcTtaTo4yHbIe OpraHH4yecKue pacTBOPUTEIIH

Isopropy! alcohol /
H3zonponanon

05 pg/tab/
05 MKr B Ta0jieTke

Not more than 350 pg/tab /
He 6osee 350 MKr B TabJieTke

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanmuam HJI 3axaouenue: OJJOSPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INogrorosneno: Pardeep [Tpoeepeno: Santosh Kumar | OnobpeHo: Menemxkep / PykoBoaurens
Kumar f Maurya @ Botchu Anjali &

Reprint Date / Reprint Date / Reprint Date /

Jara: 10.11.2023 Hata: 10.11.2023 Hara: 10.11.2023

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



@
Dr.Reddy’s ‘,’.‘

Dr. Reddy's Lahoratories Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Sofan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUONKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon® Dkenpece (keToponak) TabaeTku, AUCIeprupyeMbie B M0JI0CTH pTa, 10 Mr

Batch No / : V2301978 Batch Quantity / : 3600000 tab/
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001694193 Date of Analysis / : 17.10.2023
AHanuTHYeCKHi oT4ueT Ne JaTta anaauza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jata npon3BoacTBa Topen xo

Analysis performed according ND / Anann3 nposegen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, n3amenenne Ne2 or 11.11.2022)

Page 6 of 8/ Ctp. 6 n3 8

11 | Microbial enumeration tests / Mukpo6uonoruueckasi YucTora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / Ob1ee uucno NA He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHM3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Ob1ee NA He 6onee 100 KOE/r
YHCIIO IPONCOKEBBIX U
TUIECHEBBIX IpUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T
12 | Uniformity of dosage units / 4.7 Acceptance value (AV) not more than
OnnopoaHocTh 15.0 / TlpueMouHoe 3HaueHue (AV) He
HO3HPOBAHHUS 6onee 15,0.
13 Assay / KosinuecTBeHHOE 10.0 mg / 10.0 mr From 90mg to 11.0mg of
ompejesieHHe (99.7 %) C15H13NO3+C4H;1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pile] 11,0 Mr C15H13NO3'C4H11NO3
(ketoponaka TpomeraMuH) (ot 90,0 no
110,0 % OT 3aABNEHHOTO KOJIMYECTBa) B
TabneTke

Remarks: The Product conforms to ND/

IMpumeuanue: Iponykt cooTBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
[Toarorosneno: Pardeep

Kumar
ol

Checked by /
[Tporepeno: Santosh Kumar

Maurya ﬁ :

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykoBoauresb

Botchu Anjali ( }

Reprint Date /

Jara: 10.11.2023

Reprint Date /
Jlara: 10.11.2023

Reprint Date /
JaTa: 10.11.2023

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




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUO®UKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkcnpecc (KeToposiak) TabNeTkH, JUCIIEPrHPYEMbIE B IIOJIOCTH pTa, 10 Mr

Batch No / : V2301978 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001694193 Date of Analysis / : 17.10.2023

AHanuTHyeckui oryer Ne

JlaTa aHaau3a

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025

/JaTa mpou3BoAcTBA

Tomen go

Analysis performed according ND / Anasus nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, nuzmenenue Ne2 ot 11.11.2022)

Page 7 of 8/ Ctp. Tn3 8

14 Butylhydroxyanisole

6yTHATHAPOKCHAHH30J1a

0.0945 mg/tab / Not less than 0.042 mg/tab /

content / Coaep:xkanne 0.0945 mr B TabneTke He menee 0,042 Mr B TabneTke

15 Package / YnakoBka

10 tablets in a blister of | 10 tabletsin ablister 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 | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnerok B 6iuctepe us (ITA/AJI/II3 ¢
pack. / Ilo 10 Tabnerox B | BnaromornotutesneM/[IOBII) donbru /
6nuctepe w3 (IIA/AJVTID ¢ | (II9/AJI) donbry. Io 1 wiu 2 6nucrepa
Braronoraotutenem/[13BIT) C HHCTpyKUHUEH IO NPUMEHEHUIO B
doneru // (II3/AJ]) doneru. Ilo | mayky KapTOHHYIO.

2 6nucTepa ¢ MHCTpyKLHel IO
[pUMEHEHHIO B nayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorsercTBuu ¢ H/J

17 Storage conditions /
XpaueHnue

Below 25 °C. / Ilpu Temnepatype He Boiilie 25 °C.

18 | Shelf life / Cpok rogHocTu

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.

* IIpH BbIllycKe JIEKAPCTBEHHOr0 MpenapaTa KOHTPOJIb KavecTBa M0 nokasatearn « MukpobuoJiornyeckas
YHCTOTA» MPOBOAUTCS AJIS Kaxaoii 20-o0f cepuu, Ui AJist 01HO# cepuu B rofi, B 3aBUCHMOCTH OT TOI'0, YTO

HACTYNHUT pPaHbLIEC.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumedanmue: [IpogykT cooTBeTCTBYET Tpeboranuam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarororneno: Pardeep

Kumar Qi__

[TpoBepeHo: Santosh Kumar | Onobpeno: Menemxkep / PykoBoaurens

Maurya @( / Botchu Anjali &
—

Reprint Date /
Jara: 10.11.2023

Reprint Date / Reprint Date /
Jara: 10.11.2023 Hara: 10.11.2023

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



Dr.Reddy’s €56

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

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

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02

CEPTH®UKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcenpecc (keToposiak) TableTKy, JUCIeprupyeMble B MOJNIOCTH pTa, 10 Mr

Batch No / : V2301978 Batch Quantity / : 3600000 tab/
Cepus Ne O6BeM cepun 3600000 Tab
Analytical Report No / : 890001694193 Date of Analysis / : 17.10.2023
AHaguTHYecKHH oTUeT No JlaTa ananu3za

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jara nponsBoacTsa I'open o

Analysis performed according ND / Ananu3 nposenen no H/L:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 8 of 8/ Crp. 8 3 8

API name / Haumenosaunue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepun cy6eTanunu npoussoautens LJID;

TPOMETaMUH
INN / MHH: Ketorolac / Ketoposak
API manufacturer batch number /
Homep cepuu npousBoautens ADC: B SHUE S
FP Manufacturer API Batch number / FEQA00446

API Manufactured by & country /
IIpoussoantenb A®C, crpana:

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

Remarks: The Product conforms to ND/
IIpumeyanue: Ilpogykr coorBeTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
Iloarorosneno: Pardeep
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