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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I ponykr: Keropon™ Dxenpece (keToponak) TabieTky, AUCIICPripyeMele B 10J10CTH pTa, 10 Mr

Batch No / : V2302128 Batch Quantity / : 3600000 tab /
| Cepusa Ne O6bem cepul 3600000 Tab
Analytical Report No / : 890001697355 Date of Analysis / : 30.10.2023
AHATHTHYECKHH oT4eT No JlaTa anaiau3za

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa npon3BoacTBa Topen go

Analysis performed according ND / Ananu3 npoeeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page10of8/Crp. 1u3 8
i.f Test / IokazaTens Results / Pe3yneTaTe! Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "[" debossed on one | with "|' debossed on one side. /
side. / Kpyrisle, miockne | Kpyrisle, miockue Tabnetku ¢ $packoi,
TabaeTku ¢ Qackod, CBETIO- | CBETIO-XEJNTOro LBETAa C rPaBUPOBKOM
XEJITOro 1Be€Ta C TPaBUPOBKOM | «|» Ha OXHO¥ CTOpOHE.
«|» Ha o1HO}i cTOpOHE.

2 Identification / [TognuaHOCTH

Ketorolac / Kemoponax

a) Byuv/
Y®-cnekrpotdoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2nm). / Y®-crekTpsl
MOTIOUICHHA MCTBITYEMOTO pacTBOpa U
pacTBopa  CcraHmapTHoro  ofpazna
KETOpOJiiaka TpOMETaMHHA  [JOJDKHBI
HMeTh MaKCUMYMBI IPH OJHOM M TOH xe
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanne: IlpogykT cooTBeTcTBYET TpeGoBaHusIM HJ|

Conclusion: APPROVED /
3axmogenue: OJIOGPEHO

Prepared by / Checked by / : Approved by: Manager/Executive /
IMoaroropneno: Pardeep Iposepeno: Himesh Kumar | Ono6peno: Meneaxep / Pyxosonurens
Kumar —_\ = | Abhishek Chauhan \

Reprint Date / Reprint Date / Reprint Date / . '

Hata: 30.10.2023 Hara: 30.10.2023 Jara: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC0O04507
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

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykt: Ketopon® Dxcnpecc (keToponak) TabneTky, AucneprupyeMele B onoctH pra, 10 mr

Batch No/ : V2302128 Batch Quantity / : 3600000 tab /
Cepun Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 890001697355 Date of Analysis / : 30.10.2023
AganuTudgeckni oTuer No JlaTta anain3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jata npon3BoacTea T'ogen no

Analysis performed according ND / Ananu3 nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page2 of 8 /Crp. 2 u3 8

[ No

No Test / IToxaszaTenn

Results / Pe3ynbTaTsl

Specification / Hopma

b) By HPLC/B2XX

Complies / CooTpeTcTBYET

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). / BpeMms  yaepXHBaHUA
OCHOBHOTO [TMKa Ha XpOMaTOrpaMMe
HCOBITYEMOTO  pPacTBOpa  HOJDKHO
COOTBETCTBOBATH BPEMEHH
yOEeP)KMBAHM OCHOBHOTO IIMKAa Ha
XpOMAaTrorpamme pacTBopa
CTaHJAPTHOTO KETOpoJiaKa
TPOMETaMHHa (pazmen
«KonuuecTBeHHOE ONpEeIeHHER).

obpa3ua

Remarks: The Product conforms to ND/
Ipumeuanue: [Tponykt coorBeTcTRYET TpeboRanuam HJJ

Conclusion: APPROVED /
3axiarouenne: OJJOBPEHO

MJara: 30.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
HoarorosneHo: Pardeep I‘Iposepeuf): Himesh Kumar | Ono6peso: Menemiep / Pykosogutess
Kumar ﬁ = = Abhishek Chauham

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.10.2023

Hara: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Ce
Dr. Reddy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®HKAT AHAJIN3A www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposnak) TabneTky, AHCTieprupyeMsie B IONOCTH pra, 10 Mr

Batch No / 1 V2302128 Batch Quantity / : 3600000 tab /

Cepus Ne O6bem cepun 3600000 Tab

Anpalytical Repoxt No / : 890001697355 Date of Analysis / : 30.10.2023
[AHanMTHYecKH# oTHeT Ne Jara anajausa

Date of Manufacture / : 102023 Date of Expiry / 1 09-2025

JATa IpoH3BOACTBA T'onen no

Analysis performed according ND / Ananns nposenen mo HJ/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12,2021, n3menenne No2 ot 11.11.2022)

Page3 of 8 /C1p.3 u3 8

1;.:) Test / ITlokazaTenn Results / PezynpTaThi Specification / Hopma
3 Identification Complies / CooTseTcTByeT The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTL butylhydroxyanisole peaks on the
Oy THNrMAPOKCHANU3O0T 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 yHepXUBaHUA
[IMKOB  2-OyTHATMOPOKCHAHM3ONIA U
3-6yTHArMAPOKCHAHH30JIa Ha
XpOMaTorpamme ACIEITYEMOTO
pacTeopa MOMKHBI COOTBETCTBOBATH
BpEMEHAM  YOEPKHBAHUA  [IHKOB
2-6yTHITHAPOKCHAHK3011a U
3-6yTHWIrHAPOKCHaHHU30J1a Ha
XpOMaTorpamme pacTeopa
CTaHJapTHOrO obpasua
GyTUIrHIPOKCHaHK301A (pazmen
«ConepxaHne
GYTHITHAPOKCHAHU30.Ia%).
4 Average weight / Cpennss 70.5 mg / 70.5 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
macca Ot 67,2 mr mo 72,8 mr (70,0 Mr£4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanne: IlponykT cooTsercTpyeT Tpebosanmam HJT 3axmouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pardeep Iposepeno; Himesh Kumar | Opo6peHo: Menenycep / Pykosonurens
Kumar F —_—— <> | Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /
[Hara: 30.10.2023 Jara: 30.10.2023 Jara: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

Te! : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxcnpece (keToponak) TabieTkH, AUCHeprupyeMblie B OJ0CTH P4, 10 mr

Batch No / : V2302128 Batch Quantity / : 3600000 tab /
@p_nn Ne Q0rem cepuu 3600000 Tabd
Analytical Report No / : 890001697355 Date of Analysis / : 30.10.2023

| AHaTHTHYECKHi oTdeT Ne Jlara aHanu3a

Date of Manufacture / : 10-2023 Date of Expiry / 1 09-2025
JlaTa NpoH3BOACTBA Toxed no

Analysis performed according ND / Ananns nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page40of8/Crp. 4 u3 8
i.: Test / ITokazaTens Results / Pe3ynbTaTsl Specification / HopmMa

Uniformity of weight /
OgHOpPOAHOCTb MaCEhl

Complies / CoOTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Gonee + 10 %
2/20 Tabnerok — He Honee + 20 %

5 Disintegration time /

00 min 12 sec / 00 muH 12 cex

Not more than 3 min / He 6onee 3 MmuH

PacnamaemocTb
6 Dissolution / PacTeopenue Unit-1/ Ta6n-1 97% Not Jess than 75% (Q) of
. CsH13NO3°C4H 11 NO; (ketorolac
Unit-2/ Tabn-2 97% tromethamine) in 15 min / He MeHee
Unit-3 / Tabn-3 96% 5% (Q)  CisHisNOs*CeH1NO;3
. i (keToposnaka  TPOMETaMHH)  Yepes
Unit-4 / Tabn-4 98% 15 MuH
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JncnepcHOCTH 710 pm sieve is formed. / Obpasyercs

ONHOpOJHAs CYCIMEH3UA, MPOXOAsLLAs
CKBO3b CHUTO C Ppa3MepOM OTBEDCTHMH
710 MKM.

Remarks: The Product conforms to ND/
[pumeuanne: [Ipopykr coorsercysyet TpeGosanmsm HJT

Conclusion: APPROVED /
Bakaogenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Pardeep

Checked by /
Iposepero: Himesh Kumar

-

Approved by: Manager/Executive /

Onobpeno: Menewkep / PykoBoanTess
Abhishek Chauhan E \

Kumar i
Reprint Date /

Hara: 30.10.2023

Reprint Date /
Jara: 30.10.2023

Reprint Date /
Iara: 30.10.2023

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.
DI‘. Reddy,s ‘.‘. Formulation Unit-6
. Vill. Khol, Nafagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Keropon® Skenpece (keroponak) TabneTky, AUCHeprupyemele B NOJIOCTH pTa, 10 Mr

[Batch No / : V2302128 Batch Quantity / : 3600000 tab /
Cepua Ne O06neM ceprm 3600000 Tab
Analytical Report No / : 890001697355 Date of Analysis / : 30.10.2023
AHanuTHYecKHil oTyeT Ne Jara aganusa

Date of Manufacture / : 10-2023 Date of Expiry / + 09-2025
JlaTa npoH3BoOACTBA T'open g0

Amnalysis performed according ND / Anasnn3 nposexen no HJI:
JI11-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ u3Menenue Nel ot

127.12.2021, m3menenne Ne2 or 11.11.2022)

Page S of 8 /Crp.Su3 8

8 Related impurities / Poacreennrie npumecy

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6oxnee 0,5 %

1-ruppoxcuaHanor Hwxe npegena o6Hapyxenus (IIO =
KeToponaka 0.0010%)
ketorolac 1-keto analog/ ; 0.03 % Not more than 0.8 % / He 6oxee 0,8 %
1-KCTOAHANOr KCTOPOIAKA
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
edUHUYHASA
HeuIeHTUHLIHPOBaHHAS
pUMECh
" Total impurities / 0.1% Not more than 1.0 % / He Gonee 1,0 %
CymmMa npumeced
9 Water / Boaa i 33% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouyHbie OpraHd4ecKHe pacTBOPHTENH
Isopropyl alcohol / S pg/tab / Not more than 350 pg/tab /
H3onponanoin 5 Mxr B TabneTke He 6osee 350 mMxr B Tabnerke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: [Tpoaykr cooTseTcTByeT TpeboBanusam HJL 3axasouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: Pardeep TNposepena; Himesh Kumar | Ono6peto: Menefukep / PykosoauTens
Kumar t C—_:—\-lf’; Abhishek Chauh \
Reprint Date / Reprint Date / Reprint Date / K
Hara: 30.10.2023 Jara: 30.10.2023 Hata: 30.10.2023

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: L85195AP1984P1C004507
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

CEPTHOHUKAT AHAJIW3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintégrating Tablets 10 mg
Ipoaykt: Keropon™ Dxenpecce (keroposnak) TabeTkis, AUCHCPrupyeMsle B NOJIOCTH PTd, 10 Mr

Batch No / : V2302128 Batch Quantity / : 3600000 tab /
Cepus No Q0bem cepHH 3600000 Tab
Analytical Report No / : 890001697355 Date of Analysis / : 30.10.2023

| ApanuTidgeckuii oraer Ne Jara anajmsa

Date of Manufacture / : 10-2023 Date of Expiry/ + 09-2025
Jlata MpOH3BOACTBA Togen mo

Xﬁalysis performed according ND
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

127.12.2021, n3mMeHeHHe Ne2 o1 11.11.2022)

/ Ananus nposeaen mo HJI:

Page 6 of 8/ Crp. 6 u3 8
11 | Microbial enumeration tests / Mukpo6uonoruyeckasi yncrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / O6mee 4ucao NA He 6onee 1000 KOE/r
a3pO6HBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6mee NA He 6onee 100 KOE/T
YHCJI0 APOXIKEBBIX U
IUTECHEBBIX IpUbOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTeue B 1 r
12 | Uniformity of dosage units / 4.0 Acceptance value (AV) not more than
OIHOPOAHOCTDH 15.0 / TlpuemouHoe 3HaueHHe (AV) He
J03HPOBAHMSA 6onee 15,0.
13 Assay / KonnvecTBeHHOE 10.1mg/10.1 Mr From 90mg to 11.0mg of
onpeaeneHue (101.1 %) CsH1sNO3*C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
go 11,0mr CisHNO;3;+CsHiNO;
(xeroponaka TpomeTamus) (ot 90,0 mo
110,0 % OT 3afBJIEHHOTO KOJIHIECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0988 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0988 mr B TabneTke He menee 0,042 mr B TabneTke
6y THIITHADOKCHAHU30/12

Remarks: The Product conforms to ND/

IIpumeuanue: Ilponykt cooteercTryeT Tpeboranuam HII

Conclusion: APPROVED /
Saxmogenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Pardeep INposepeno: Himesh Kumar Onobpeno: Menefokep / Pykosoputess
Kumar (i —J ~ Abhishek Chauhary \

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.10.2023 Hara: 30.10.2023 Jara: 30.10.2023

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




@ 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  Tel:+91 98166 56001-02
CEPTU®HUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[Iponyskr: Keropon® Sxenpece (ketoponak) TabieTky, IMCrieprupyeMie B OI0CTH pra, 10 Mr

Batch No / : V2302128 Batch Quantity / : 3600000 tab /
|Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001697355 Date of Analysis / : 30.10.2023
ApanuTuyeckuii oryer No JlaTa ananH3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npoM3BoIcTBA TI'open no

Amnalysis performed according ND / Ananus nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel or

27.12.2021, n3menenne Ne2 ot 11.11,2022)

Page 7of 8/ Crp. 7n3 8
15 | Package/ YnakxoBka 10 tablets in a blister of | 10 tablets ina 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 | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnerox B GyucTepe u3 (ITA/AJI/TID ¢
pack. / ITo 10 Tabnetox B | smaronoriorutenem/IIOBII) donbru //
6nucrepe w3z (TTA/AJUIID ¢ | (IID/AJI) ponsra. [To 1 wiu 2 6amcTepa
BnaronoriotureneM/[1OBII) ¢ HHCTPYKLMEH II0 NPHMEHEHHIO B
donsru // (II3/AT) donsru. Mo | madyky KapTOHHYIO.
2 6iucTepa ¢ HHCTpYKUHMEH mNo

NPUMEHEHHIO B HauKy
KapTOHHYIO.

16 | Labeling / MapxupoBka According to ND / B coorserctsuu ¢ HJ,

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Boime 25 °C.

XpaueHue

18 | Shelflife / Cpox roanocTn 2 years / 2 roja

* 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.
* IIpu BBINYCKe JIEKapPCTBEHHOTO MpenapaTa KOHTPOJIL KayecTBa no nokasartemo «Mukpobuosornueckas

YHCTOTA» NPOBOAHTCH AJIAA KaxmaoH 20-oi CEpHH, WIH AJIsA OAHOM CepuH B roll, B 3aBUCHMOCTH OT TOI0, 4TO
HaCTYyIuT paHbLUIE.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: [IpogykT cooTreTcTBYET TpebosarusiM HJJ 3axarouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroroeneHo: Pardeep IMposepero: Himesh Kumar | Onobpeno: Mengmkep / PykoBoauTenb
Kumar i g\} .| Abhishek Chauhfai)_/

Reprint Date / Reprint Date / Reprint Date /

JHara: 30.10.2023 Jata: 30.10.2023 Jara: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q-!-'

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

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

CERTIFICATE OF ANALYSIS  Tei: +91 98166 56001-02
CEPTHOMEKAT AHAJIM3A www.drreddys.com

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

OpoaykT: Keropon® Dxenpece (keToposnak) TabNeTKH, AHCIEPrUpyeMbie B MONOCTH pTd, 10 mr

Batch No / : V2302128 Batch Quantity / : 3600000 tab /
|Cepua No Oonem cepun 3600000 Tab
Amnalytical Report No / : 890001697355 Date of Analysis / : 30.10.2023
AHamuTHYecKuii oTyer No Jarta ananusa

Date of Manufacture / : 10-2023 Date of Expiry / 1 09-2025
Jara npoH3BOACTBA Toaen oo

Analysis performed according ND / Anann3 nposenen no HJL:
JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 8 of 8/ C1p. 8 w3 8

API name / Haumenosaune ADC:

Ketorolac tromethamine / Keroposnaka

Homep cepun npoussoautens ADC:

TPOMETaMHUH
INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABQH005387, ABQH005388

FP Manufacturer API Batch number /

Homep cepiu cyGeranuin nponipoanTes IJId:

FEQA00494, FEQA00495

API Manufactured by & country /
TIpoussoaurens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
Jl-p Peuua'c JIaGoparopuc JIta., Mnpust

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: Ilponykt coorsercTByeT Tpebosanram HIL 3akmogenne: OJTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
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