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, INDIA
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayrr: Keropon™ Dkenpece (ketoponak) TaBneTk, AMCTIEPrUpYEMBIE B NOJIOCTH pTa, 10 Mr

Batch No / : V2302257 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / 2 25.11.2023
AHANHTHYCCKHH oTyeT No JaTa anaauza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Hdara npon3BoJACTBA Togen xo

Analysis performed according ND / Auanus nposeaen no HJI:
J1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page1 of 8 /Crp. 1 u3 8

No

No Test / IloxasaTens

Results / Pe3ynpTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrmse, rmiockue
Tabnetku ¢ cackoit, cBemIIo-
KEJITOr0 UBETAa C IPaBHPOBKOM
«I» Ha OfHO# cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsie, mnockue tabsetky ¢ packoi,
CBETJIO-XXENTOr0 LBETa C IPABUPOBKOM
«l» Ha OJIHOM CTOpOHE.

2 Identification / TlomnuHHOCTH

Ketorolac / Kemoponax

a) Byuv/
Y®-cnexTpodoToMeTpUs

Complies / CootBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnektpsr
NOTJIOLIEHHsT UCITHITYEMOro pacTBopa H
pactBopa  cranpapTHore  obpasua
KeTOpoNiaka TPOMETAMMHA  JOJDKHBI
HMeTb MaKCUMYMB! TIPY OHOH U TOM xe
IUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

[pameuanue: Ilpoaykt cooreetrcTBYeT TpebopanuaM HJI

Conclusion: APPROVED /
3aknogenune: OJJOBPEHO

Prepared by /
ITogrorosaeno: Ankit

Checked by /
IIposepeHo: Santosh Kumar

Approved by: Manager/Executive /

Onobpeno: Meneguep / PykoBoaurens
A‘ Maurya (g\ Abhishek Chau’ha{
el Sl = \
Reprint Date / Reprint Date / Reprint Date /

JMara: 25.11,2023

JHara: 25.11.2023

Jara: 25.11.2023

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 €¢

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

CEPTHOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkenpece (keToponak) TabJeTKH, AUCIEPrHpYEMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2302257 Batch Quantity / : 3600000 tab /
Cepust Ne O61eM cepuH 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
AHaNMTHYECKHIH oTyeT Ne JlaTa anannsa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara npoH3BOACTBA T'onen no

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

27.12.2021, namenenne Ne2 or 11.11.2022)

Page2 of 8/ Crp. 2 u3 8

No

No Test / IToxazarTenb

Results / PesyneTaTs!

Specification / Hopma

b) By HPLC/B3XX

Complies / CoOTBETCTBYET

The retention time of the main peak on
the chromatogram of test solution
should comrespond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems ymepXuBaHHSA
OCHOBHOTO NHKa Ha XpPOMaTorpamme
KCOBITYEMOr0  PAacTBOpa  JOJDKHO
COOTBETCTBOBATH BPEMEHH
YAEP)XMBAHUA OCHOBHOIO [MKa Ha
XpoMaToTrpamMme pacTBOpa
CTaHfapTHOro ofpa3ua KeTopomaka
TpOMETaMHHA (pazzmen
«KOoJIUUECTBEHHOE OIIPEALCTICHUEN).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

I[Ipumeuanue: IIpoaykr cooteeTcTBYeT TpeGoBanuam HJ{

Sakmouenune: OJJOBPEHO

JlaTta: 25.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Honrorosneno: Ankit ITpoeepeno: Santosh Kumar | Oxobperno: Menemiep / Pykosoaurens
_ Maurya M Abhishek Chauhan
i A
Reprint Date / Reprint Date / Reprint Date /

Hata: 25.11.2023

JHara: 25.11.2023

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q%.‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

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

CEPTHOHUKAT AHAJTA3ZA

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon™ Oxenpece (keToponak) Tabnerky, AHCNEPrupyeMLIC B OJIOCTH PTa, 10 mr

Batch No / 1 V2302257 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / + 25.11.2023
AHaJNHTHYEeCKHH 0TYeT Ne JlaTa aHaaH3A

Date of Manufacture / : 10/2023 Date of Expiry / : 0972025
Jara npoH3BoACTBA Togen no

Analysis performed according ND / Ananus nposeaen mo HJ:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenmue Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page3of8/Cip.3mz 8

l}oo Test / [Toxa3aTenb Results / Pe3ynbTaTsl Specification / Hopma

3 Identification Complies / COOTBETCTBYET The retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanHHHOCTL butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHH3O0 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 ynepXHUBaHUA
MUKOB  2-OyTWIrHAOPOKCHAHH30JIA H
3-6yTHATHAPOKCHAHHU30M1A Ha
XpOMaTorpamme HCTIBITYEMOTO
pacTBOpa JNOIDKHEI COOTBETCTBOBATH
BpEMEHaM YIEpKUBAHHUA MTHKOB
2-6yTIWIrHAPOKCHaHU30Ia U
3-GYTHITHAPOKCHAHH30JIa Ha
xXpoMaTorpamme pacTBopa
CTaHJapTHOTO obpazua
6YTUNTHAIPOKCHAHN301A (pazmen
«Copnepxanue

6yTWITHAPOKCHAHU30Ja»).

4 Average weight / Cpeausist
Mmacca

70.3 mg/70.3 mMr

67.2 mgto 72.8 mg (70.0 mg +4.0 %)./
Ot 67,2 Mr 10 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms

IpuMeuanwe: TIpogyKT COOTBETCTBYET TPeboBaHHAM HII

to ND/

Conclusion: APPROVED /
3aknrouenne: OJJOBPEHO

Prepared by /
Iloarotosneno: Ankit

/_ﬂ/

Checked by /
IIposepero: Santosh Kumar

Maurya
S

—_—

Approved by: Manager/Executive /
Ono6peno: Mengiep / PykoBoaHTeNb
Abhishek Chauhal

Reprint Date /
Hara: 25.11.2023

Reprint Date /
Jata: 25.11.2023

Reprint Date /
Jara: 25.11.2023

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 ":°

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

CEPTUOPHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IlpoayxT: Ketopon® Dxcnpecc (keroposak) TabneTky, AMcneprapyemsre B rojocty pra, 10 Mr

: 3600000 tab /

Batch No / : V2302257 Batch Quantity /

Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis/ + 25.11.2023
AHaHTHYeCKHH oTyeT Ne Jara aHaaH3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara nponsBoacTBa T'oaen po

Analysis performed according ND / Ananmuz mposegen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, namerdenne Ne2 ot 11.11.2022)

Page4of8/Crp.4uz 8

1}? Test / IlokazaTens Results / PezynbTaTs! Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaxHOpOAHOCTHL Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabaetox — He Gonee + 10 %
2/20 Tabnerox — He Gonee £ 20 %

5 Disintegration time / 00 min 22 sec / 00 MuH 22 cek Not more than 3 min/ He Gonee 3 Mus
PacnapaeMocThb

6 Dissolution / PacTBopenue Unit-1/ Tabn-1 96% Not less than 75% (Q) of

] Ci1sH3NO3°C4H11NO3 (ketorolac
Unit-2 / Tabn-2 96% tromethamine) in 15 min / He menee
Unit-3 / Ta651-3 101% | 75% (Q  CisHiNOs*CHNOs

. . (keToposiaka  TpOMETaMHH)  4epes
Unit4 / Tabn4 100% @

Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 100%

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

JuncnepcHocTb 710 um sieve is formed. / Obpa3syerca
OIIHOPOAHAS CYCIEH3Hs, MPOXOIAIUAS
CKBO3b CHTO C pa3MepoM OTBEpCTHil
710 MKM.

Jata: 25.11.2023

Hara: 25.11.2023

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IponykT cooTreTcTBYET Tpeboranuam HJI 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Ankit IMposepeno: Santosh Kumar | Opobpeno: Menemxep / Pykosoautens
) Maurya Abhishek Chauhan
A = -
Reprint Date / Reprint Date / Reprint Date /

Hata: 25.11.2023

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 Q’:‘

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Opoayxr: Keropon® Dxcnpecc (keToponak) TabneTky, AMCHEPrAPYEMbIC B NOJIOCTH pTa, 10 mr

Batch No / 1 V2302257 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepHu 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
AHaJHTHYEeCKHii oTdeT No JlaTa anajm3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JlaTa DpoH3BOACTBA Togen go

Analysis performed according ND / Ananu3 nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, namenernne Ne2 ot 11.11.2022)

Page50f8/Crp.Su3 8

8 Related impurities / PogcTBeHHBIE IPHMeECH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcuaHanoer Huxe npenena obHapyxenus (I10 =
KEeTOpoaaKa 0.0010%)
ketorolac 1-keto analog/ 0.06 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaIOr KETOpOIaKa
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eANHWIHAS
HeUAeHTUHULHPOBaHHAS
npuMech
Total impurities / 0.1% Not more than 1.0 % / He Goaee 1,0 %
Cymma npuMmeceit

9 Water / Boga 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4Hble OpraHH4eCcKHe pacTBOpUTEH
Isopropyl alcohol / 12 pg/tab / Not more than 350 pg/tab /
HzonponaHon 12 Mkr B Tabnerke He 6onee 350 Mkr B Tabnetke

Remarks: The Product conforms to ND/
IIpumeyanue: Ilpoayxt cootBeTcTBYeT Tpebosanuam HJT

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
ToarororieHo: Ankif

A

Checked by /
ITpoeepeHo: Santosh Kumar

Maurya
X

Appraved by: Manager/Executive /
Onobpeno: Menepiep / PykoBoaurens
Abhishek Chauhain\

N

Reprint Date /
Harta: 25.11.2023

Reprint Date /
Jara: 25.11.2023

Reprint Date /
Hara: 25.11.2023

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: LB5135AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q;‘

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ 2renpece (kevopo

nak) rabnerki, aucnepripyeMsl¢ B IONOCTH PTa, 10 mr

=

Batch No/ : V2302257 Batch Quantity / : 3600000 tab /
Cepus No O6bem cepiiit 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
AHAaJHTHYECKHi oTyeT Ne Jlata aHaan3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara npoH3BOACTBA Tonen no

Analysis performed according ND / Araiu3 npoBeaeH 1o HA:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, mamenenune Ne2 ot 11.11.2022)

Page 6of 8/ Crp. 6 m3 8

11 | Microbial enumeration tests / MHKpoGHOJOrHY€CKas YHCTOTA™

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

Count / Obmee yucio NA He 6onee 1000 KOE/T
a3pO6HBIX MHKPO-
OpraHM3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Obmee NA He 6onee 100 KOE/T
YHCJI0 TPOHOKEBBIX H
TUIECHEBBIX TpHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
Otcyrctsue B 1 1
12 | Uniformity of dosage units / 6.0 Acceptance value (AV) not more than

15.0 / Ipuemousioe 3HadeHue (AV) He

onpeaeneHne

OaHOpOAHOCTD
JIO3UPOBAHHS 6osee 15,0.
13 | Assay/KoauuecTBeHHoe 10.0 mg / 10.0 Mr From 9.0mg to 11.0mg of
(99.6 %) CsH13NQO3+C4H11NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
mo 11,0mMr  CisHisNO3*CsHnNOs3
(xeToponaxa Tpomeramus) (ot 90,0 1o
110,0 % oT 3asBIEHHOTO KOJIMYECTBA) B
Tabnerke

Remarks: The Product conforms to ND/

Tpumedanne: Ipoaykt cooTsercTayet Tpebosanuam HJL

Conclusion: APPROVED /
Baxnouenne: OJJOBPEHO

Prepared by /
TloprororneHo: Anki

A

-

Checked hy /
Tpogepeto: Santosh Kumar

Maurya &

Approved by: Manager/Executive /
Ono6peno: Menemiep / PykoBomuTeNsb

Abhishek Chauhan L
‘.‘\-. \

Reprint Date /
Jata: 25.11.2023

Reprint Date /
Harta: 25.11.2023

Reprint Date /
Jara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29399, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJII3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dkenpece (ketoponak) TabneTky,

JMcneprupyesMste B NonocTy pra, 10 mr

Batch No / : V2302257 Batch Quantity / : 3600000 tab /

Cepun Ne O6BLem cepun 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
AnanuTHYecKHi oTyeT Ne JiaTa aHaH32

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025

Jarta npou3BOJCTBA T'onen po

Analysis performed according ND / Ananu3s npoBejieH 1o HA:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or

27.12.2021, namenenne No2 ot 11.11.2022)

Page7 of 8/ Crp. 7Tn3 8

14 | Butylhydroxyanisole 0.0979 mg/tab / | Not less than 0.042 mg/tab /
content / Conepxanue 0.0979 Mr B TabneTke He menee 0,042 mr B Tabnetke
GYTHArUAPOKCHAHH30J1a
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsinablister 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 | Tabmetok B 6nucTepe w3 (IIA/AJIIID c
pack. / Ilo 10 TabneTox B pnaronornoturenem/II3BIT) donsru //
emacrepe m3 (TTA/AJI/IID ¢ | ([ID/ATI) ponbru. ITo 1 mnu 2 6nucTepa
prnaronornoturenem/I19BII) ¢ MHCTpYKLUMEH 10 MPUMEHEHHIO B
doneru // (II3/AJ1) ¢onsru. ITo | mavKy KapTOHHYIO. '
2 6aucTepa ¢ MHCTPYKUHEH M0
TIPUMEHEHHUIO B navxy
KapTOHHYIO.
16 | Labeling / MapxupoBKa According to ND / B cootsetctsun ¢ HII
17 | Storage conditions / Below 25 °C. / TIpu TemnepaType He Bbline 25 °C.
XpaHnenne
18 | Shelflife / Cpox rogHOCTH 2 years / 2 rona

each 20th batch, or for one batch in a year whichever is earlier.
* [Ipu BLINYCKE JeKapCTBEHHOTO NPenapaTa KOHTPOJIb Ka4ecTBa Mo M0Ka3aTeio «Mukpobuosiornueckast

YMCTOTa» MPOBOXUTCS ANA KaxA0H 20-0H CepHH, HITH JUIA OAHOM CEPHH B IO/, B 3aBHCHMOCTH OT TOFO, Y10
HACTYNHT paHbIle,

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [TpoaykT cootsercreyer Tpebopanuay HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Ankit [posepeno: Santosh Kumar | Onobpero: Menemxep / PyxoBOaHMTENE
Maurya : Abhishek Chauhan k
L

[ A
Reprint Date / Reprint Date / Reprint Date / "
Hara: 25.11.2023 Mara: 25.11.2023 Jaiy, 25.11.2023

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJTHA3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Mpoayrr: Keropon™ Dxenpece (keroposiak) Tabnerky, MCneprupyeMble s NoA0cTH pra, 10 Mr

Batch No / : V2302257 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHn 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
AHaHTHYEeCKHH 0TYyeT No JlaTa anaanza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JlaTa mpoH3BoACTB2 T'omen mo

Analysis performed according ND / Ananuz npoeeaen mo HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 8 of 8/ C1p. 8 3 8

API name / HauMenosanune ADC:

Ketorolac tromethamine / Ketoposaka

TPOMETaMUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepuu npounssoautens ADC: G
FP Manufacturer API Batch number / FEQA00501

Homep cepuu cy6cTanuun nponssoanrens IJId:

API Manufactured by & country /
Hponssoputeas ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Peanu'c Jla6oparopuc Jita., Uanus

Remarks: The Product conforms to ND/

[Tpumeuanue: IlpoaykT cooTBeTCTBYET TpeGoBanusam HJJ

Conclusion: APPROVED /
3akmiouenne: OJIOGPEHO

Prepared by /
Iloaroropneno: Anki

Checked by /
ITporepeHo: Santosh Kumar

Maurya
QA

S

Approved by: Manager/Executive /
Onobpeno: Menemwiep / Pykosogurens
Abhishek Chauhan

Reprint Date /
Jlara: 25.11.2023

Reprint Date /
Mara: 25.11.2023

Reprint Date /
Mara: 25.11.2023
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