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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

CEPTU®UKAT AHAJIM3A

Tel : +21 28166 56001-02
www.drreddys.com

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

|Mponykr: Ketopoa® Dxenpecc (keTopoaax) TabiieTKH, AHCHeprupyeMble B nos10cTH pra, 10 Mr

Market / Poinox

:Russia / Poccus

Batch No/ _ Batch Quantity / _ 3600000 tab /

Cepus N2 § VR0 O6Bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002941435 Date of Analysis / . 24.05.2025

AHaauTHYecKHil oTyeT No Hata anajnnsa -

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

Hata npousBoacTBA T'oxen no .

Mfg. License No. / ] .

IpousBocTBEHHAS : MNB/05/263 RES nnmber : UL QL e
Homep PY RU)

JHueH3uA Ne

Analysis performed according ND:

/ Anasn3 nposesen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page1of9/Cip.1 m39

No . :
N Test / IlokazaTesb Results / PesyabTaTs! 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. / Kpyrnrie
side. / Kpyrnble miockue mwiockue TabneTku ¢ ¢ackoH, CBeTIo-
TabneTku ¢ packoi, CBETIO- XKEJITOro LBeTa ¢ IPaBUPOBKOH «» Ha
JENTOro LiBeTa ¢ rpaBUPOBKOi OJIHOM CTODOHE.
«l» Ha omgHOH cTOpOHE.
2 Identification / UnenTudnxanus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-cneKTphl MNOTNOLICHMA
HCIBITYEMOI'0 pacTBOpa M pacTBopa
cTaHzapTHOro  obpasua  KeToponaka
TpOMETaMHHa JOJIXKHBI HMETh
MaKCUMYMBI IIPU OJHOM U TOH ke JJIHHE
BONHEI (£ 2 HM).

Remarks: The Product conforms to ND/

IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHuaM HJJ

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IMonrorosneno: Shivani . -

i

Checked by /
IMpoeepeHo: Pravesh Rana

P Amit

Approved by: Manager/Exccutive /
OpobpeHo: Menemxkep / Pykosoagurens

Kumar /\/ —\/

Reprint Date /
Jarta: 24.05.2025

Reprint Date /
Jara: 24.05.2025

Reprint Date / !
Jlata: 24.05.2025

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: L85195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s Q’:’.

CERTIFICATE OF ANALYSIS

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

vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Rl atat i a k]

CEPTUOUKAT AHAJM3A

ne oo
TZLDOLUY ouvuw LTS

www.drreddyz.com

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

Mpoaykr: Keroposn® Dkcnpecc (keropoaak) Tab/1eTKH, JHCHEPrHpYeMble B M0J0CTH pra, 10 mr

Market / Poinokx :Russia / Poccus N

Batch No/ ) Batch Quantity / 3600000 tab /

Cepus N2 | VED O0beM cepHH " 3600000 Tab

Analytical Repourt No/ . 040002941435 Date of Analysis / . 94.05.2025

Ananurnyeckuii oTuer Ne JlaTa ananun3za e

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npousBoacTBa TI'ogen go -

Mfg. License No. / ) .

IpousBoACTBEHHAS : MNB/05/263 S Aumben: 3 P SO0
Homep PY RU)

Jnuen3us Ne

| Analysis performed according ND:

/ Ananus nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2 of 9/ Cip. 2 u3 9

No

Test / Iloka3zaTendb
No

Results / PesyabTarbl

Specification / Hopma

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 yaepxuBaHus
OCHOBHOTO TMHKa Ha XpoMaTorpamme
UCIIBITYEMOTO pacteopa IOJDKHO
COOTBETCTBOBATH BPEMEHU yIEpPXUBaHHs
OCHOBHOIO MHKa Ha XpoMaTorpamme
pactBopa CTaHAAPTHOTO obpasua
KeTopoJiaka  TpoMeTamMuHa  (pazien
«KonM4ecTBeHHOE ONpEIeIeHHe).

Remarks: The Product conforms to ND/

ITpumeuanue: [Tpoaykt cooTBeTcTBYET Tpeboanusm HJL

Conclusion: APPROVED /
Zakiwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Shivani IIpoeepeHo: Pravesh Rana OnobpeHo: Menemxkep / PykoBoanresns
g Amit Kumar S
Il / At
i
Reprint Date / Reprint Date / Reprint Date / >
Hara: 24.05.2025 Jara: 24.05.2025 Jara: 24.05.2025

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: L85195AP1284PLCO04507

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 Tol - 401 99165 56001-02

CEPTU®UKAT AHAJM3A ' ol o

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

Ipoayxr: Keropoa® Dxcnpece (keroposiak) TabaeTKH, Aucoeprupyevsie B noaoctn pra, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepus N2 Rl O6nem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002941435 Date of Analysis / . 94.05.2025

AdaguTHyeckuii oTuyer No JlaTa ananausza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jata mpon3BoacTBA T'onen oo -

Mfg. License No. / ) .

IIpon3BoacTBeHHAS : MNB/05/263 panumber:+ IO EET)NERS
Homep PY RU)

JHueH3us Ne

Analysis performed according ND:

/ Anaans nposegen nmo HJI: JII-Ne(004669)-(PT-RU)-190224

Page30of9/Crp.3 m39

i.? Test / Iloka3zarennb Results / PesynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymunzudpoxkcuarnuszon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
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). / Bpemena
yIOepKUBaHUA TIHKOB
2-6y THITHAPOKCHAHHU301a "
3-6yTWITHAPOKCUaHU301a Ha
XpOMaTorpaMMe HCIBITYEMOTo pacTBopa
JOJDKHBI  COOTBETCTBOBaTb ~ BpEMEHaM
yIaepKHBAHUS ITHKOB
2-6yTHArHAPOKCHAHHU30JIA u
3-6y TIITHAPOKCHAHHU30JIA Ha
XpoMaTorpaMMe pacTBOpa CTaHAApTHOTO
o6pasua 6yTUNriApoKCUaHu30Ma (pazaen
«Conepxanue
OYTUITMAPOKCHAHU3O0IIa).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

ITpumeuanwe: [Iponykr coorBeTcTBYeT TpeboBanusm HJL 3axmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMogroroenexo: Shivani _ Ipoeepeno: Pravesh Rana Ono6peno: Menemkep / Pykoeoanrenb

;5"\/ / Amit Kumar \
1 A
2 J
Reprint Date / Reprint Date / Reprint Date / !
Jara: 24.05.2025 Hara: 24.05.2025 Hara: 24.05.2025

Registerad 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
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Dr.Reddy’s €s¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

Tel ; +21 98166 56C01-02
www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Ikcmpecce (keTopoak) TabieTkn, AMCOeprupyemsie B nojocry pra, 10 mr

Market / Poinok :Russia / Poccus .

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne R O6nem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002941435 Date of Analysis / . 94.05.2025

AHauTHdeckuii oTyer Ne | MlaTa ananu3sa -

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npou3BoACTBa I'onen go -

Mfg. License No. / ) .

IIpom3BOACTBEHHAS : MNB/05/263 prAsnumbeR:S/ g EHENE(004905) (Rl
Homep PY RU)

Jaanen3us Ne

Analysis performed according ND: / Auaun3 nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page4of 9/ Cip. 4 u39

2.00 Test / [TokazaTesan Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeansis 69.7 mg / 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr o 72,8 mr (70,0 Mr+ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OHOPOIHOCTE MACChI 2/20 tablets - not more than = 20 %. /
18/20 Tabnetox — He Oonee = 10 %;
2/20 Tabnetok — He Gonee £ 20 %.
4 Disintegration time / 00 min 27 sec / 00 MuH 27 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTBopeHue Unit-1 / Tabn-1 98 % Not less than 75% (Q) of
. Ci5H13NO3C4H1NO3 (ketorolac
Unit-2 / Tabn-2 S tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 97 % 75 % Q) CisH13NO3*C4H11NO;3
i (keToponaka TPOMETaMHH) 4epe3 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Taba-5 97%
Unit-6 / Taba-6 100%

Remarks: The Product conforms to ND/
ITpumeuanue: [Tponykr cooTBeTcTBYeT TpeboBanusam HJL

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by /
[MoxarorosneHo: Shivani

2

Ipoeepeno: Pravesh 1}ana

F

Approved by: Manager/Executive /

Ono6peHo: Menemxkep / Pykosoauresns

Amit Kumar L
/\/’ /
v

Reprint Date /
Hara: 24.05.2025

Reprint Date /
Jara: 24.05.2025

Reprint Date /
Hara: 24.05.2025

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 “:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUD®HKAT AHAJIN3A

Tel : +21 88166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keroposak) Ta6reTkH, AHCHEPrHpyeMbie B 0J10CTH pTa, 10 Mr

Market / Prinox

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne s Vit O0Bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002941435 Date of Analysis / . 94.05.2025

AHanuTHYEeCKHMH oTueT Ne JlaTa anam3a -

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

HdaTa npou3BoacTea T'ogen po -

Mfg. License No. / . .

IlpousBoAcTBEHHAs : MNB/05/263 g e L g
Homep PY RU)

Jauienzus Ne

| Analysis performed according ND: / Ananu3s nposeaen mo H/L: JII-Ne(004669)-(PI'-RU)-190224

Page 50f9/Crp.5m39

No

Test / IlokazaTennb
No

Results / Pe3yabTaTbl

Specification / Hopma

6 Particle size distribution /
AucnepcHocTh

Complies / CooTBETCTBYET

A uniform suspension passing through a
710 um sieve is formed. / O6pasyercs
ONIHOpOJHAs CYCMEH3Us, MpPOXOAsILas
CKBO3b CHTO C pa3MepoM OTBepCTHH
710 MKM.

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
l-runpoxcuaHaior
KETOpoJIaKa

Below LOQ (LOQ =0.032%) /
Humxe npenena KOJIHYECTBEHHOIO
onpeaenenus (ITKO = 0.032 %)

1-keto analog of ketorolac /
1-KeToaHaI0T KETOpOJIaKa

0.06%

unidentified impurity /
eIMHUYHAs
HeUIeHTUGUIIHPOBaHHAS
NpHUMECh

0.02%

not more than 0.5 %; / He 6onee 0,5 %;

not more than 0.8 %; / ne 6onee 0,8 %;

not more than 0.5 %; / He 6onee 0,5 %,

total impurities /
cyMMa Ipumecei

0.1%

not more than 1.0 %. / ge 6onee 1,0 %.

8 Water content /
CoaepxxaHue BOAb1

23 %

Not more than 7.0 %. /
He 6oxee 7,0 %.

Remarks: The Product conforms to ND/
Ipumeuanue: ITpoaykT cooTseTcTByeT TpebGosanusam HT

Conclusion: APPROVED /
3akmouenne: QJJOBPEHO

Prepared by / Checked by /
[Toarororneno: Shivani IMposepeHo: Pravesh Rana

i

—

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonurens

Amit Kumar L
N

Reprint Date /
Hara: 24.05.2025

Reprint Date /
Hara: 24.05.2025

Reprint Date /
Jara: 24.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis

, 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 ‘g'

CERTIFICATE OF

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
ANALYSIS _-°>0@n

CEPTHOPUKAT A

Tel : +21 98166 56001-02
www.drreddys.com

HAJMA3A

Product : Ketorol Express (ketorolac) Orally Disinteg-rating T

ablets 10 mg

Hponykr: Ketopoa® Dxcnpecc (keTopoaak) TabieTKH, AHCIEprapyemMble B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus N2 Vet O0beM cepHH " 3600000 Tab

Analytical Repourt No/ . 040002941435 Date of Analysis / . 24.05.2025

AHanuTuieckni oTyer Ne Jdata anaauza -

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npon3BoACTBa I'ogen go |

Mfg. License No. / . .

IponzBoAcTBEHHAS : MNB/05/263 S MUmDer Y g JHI-N(004669)-(PT
Homep PY RU)

JuneH3Hs Ne

Analysis performed according ND: / Anasins nposener mo HJI: JII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

1}00 Test / Iloka3aTesb Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHH4YecKHe PacTBOPHTE/H

Isopropyl alcohol / 20 pg/tab/ Not more than 350 pg/tab. /
H3onponason 20 Mkr B Tabnerke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mnkpoﬁuonoruqezxaﬂ yucroTra*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / of1ee 4UCIIO NA He Gonee 10° KOE/T;
a3poOHBIX MHKPO-
OpPTraHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / obuiee unco NA He 6osee 10% KOE/T;
JPOMOKEBBIX U TJIECHEBbIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /

OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 5.6 Acceptance value (4¥) not more than
OnHOpoaHOCTH 15.0 Iloka3arens npuemieMoctH (A V)
N03UPOBaHHbIX €AUHHLL JonkeH OpITh He 6onee 15,0.

Remarks: The Product conforms to ND/
IMpumeuanue: [TpoaykT cootseTcTBYeT TpebosaHusam HJJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared hy / Cheaked hy /
Tloarorosneno: Shivani IIposepeno: Pravesh Rana

7

.j.l
A

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBonuress
[

Amit Kumar
\" —

Reprint Date /
Jara: 24.05.2025

Reprint Date /
Hara: 24.05.2025

Reprint Date /
Jara: 24.05.2025

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: L85195AP1984PL
www.drreddys.c

004507
om




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

CEPTHOHUKAT AHAJIM3A

Tel : +¢1 98166 56001-02
www.drreddys.com

’ﬁoduct . Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dxcnpecc (keToposiak) TabieTkH, Ancneprupyemsie B nogocti pra, 10 mr

Market / Peinox :Russia / Poccus ]
Batch No/ ) Batch Quantity / 3600000 tab /
Cepus Ne : V2300989 OG6beM cepun ~ 3600000 Tab
Analytical Repo:‘t No/ . 040002941435 Date of Analysis / . 94.05.2025
AnanurHyecKkunii otyer Ne JlaTa ananusza
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Hara npousBoacTBa I'onen 1o S
Mfg. License No. / . .
IpounssoacTBeHHAN : MNB/05/263 MA pumber: / : JILI-N2(004669)-(PT-

Homep PY RU)

JHeH3Hs Ne

| Analysis performed according ND: / Anaaus nposeaes no HJI: JII-Ne(004669)-(PT-RU)-190224

Page 7 of 9/ Crp. 7 u3 9

" No

No Test / [Toka3aTennb

Results / PesyabTaThl

Specification / Hopma

12 | Assay/KoanuyecTBeHHOE
onpejeieHHE

9.9 mg /9.9 Mr
(99.3 %)

From 90mg to 11.0 mg of
C15H13NO;3C4H; 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 Mr CisHi3NO3+C4H11NO;3
(xeroponaka tpoMmeramuH) (ot 90,0 no
110,0 % OT 3as4BIE€HHOT0 KOJIWYECTBA) B
TabneTke.

13 Butylhydroxyanisole
content / ConepxaHue
Oy THIIrMAPOKCHAHHN30J1a

0.0924 mg/tab /
0.0924 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 Mr B TabneTke.

14 | Package description /
OnucaHue YNIAaKOBKH

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 tabneTox B
omuctepe w3 (ITA/AJVIID ¢
pnaronoriorurenem/T[19BIT)
donsru // (I13/AJ1) ¢onsru. Ilo
2 Gnycrepa BMECTE C JHUCTKOM-
BKJIa ibIIIIEM 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 TabneTok B
6mucTepe u3 (ITA/AJI/TID c
pnaronornotutenem/[19BIT)  donsra //
(IT2/AJT) donbra. o 1 win 2 Gnuctepa
BMECTe C JIMCTKOM-BKJIAABILIEM B IAUKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

ITpumeyanue: ITpoaykT cootBeTcTBYET TpeboBanusam HJT

Conclusion: APPROVED /
Baxkmouenne: OJJOGPEHO

Prepared by /
Iloarorosneno: Shivani

el

Checked by /
TporepeHo: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonuresib
i Amit Kumar

A
N
¥

Reprint Date /
Jara: 24.05.2025

Reprint Date /
Hata: 24.05.2025

Reprint Date /
Jara: 24.05.2025

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




o Dr. Reddy's Laboratories Ltd.
. - .
Formulation Unit-6
) ®
Dr‘ Reddy s ‘,.. Vill. Khol, Nalagarh Road, Baddi',A
i : INDI
CERTIFICATE OF ANALYSIS 2°% 59°1‘a;é:*é:'5167§02£g'2 e
CEPTHOUKAT AHAJM3A 'Y

— = www.drreddys.com

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

IIpoaykr: Keropoa® Jxcnpecc (KeTopoak) TabaeTKH, AHCHEPIHPYEMbIe B OJIOCTH PT4a, 10 mr -
Market / Peinox :Russia / Poccus
Batch No/ _ Batch Quantity / 3600000 tab /
Cepns Ne 5 V2500989 O0bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002941435 Date of Analysis / . 94.05.2025
AHannTHYecKHii oTyeT Ne JMarta anannza )
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jata npon3BoacTea Tonen oo ]
Mfg. License No. / . .
IpousBoacTBenHAs : MNB/05/263 Masnumber:y/ g SR (U060%) (RIS

Homep PY RU)

JnmeH3us Ne
Analysis performed according ND: / Anaan3s nposesen no H/L: JII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 u3 9
* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* [Ipu BBINMyCKe JIEKAPCTBEHHOr0 MpenapaTa KOHTPOJIb Ka4ecTBa o noxasateto «Mukpoduosornieckas
YHCTOTA» MPOBOAUTCS ISl KaXAoH 20-0if cepuH, MJIH /st OHO# CEPUH B IoJl, B 3aBHCHMOCTH OT TOrO0, 4TO
HACTYIIUT paHbIlle.

API name / Hanmenosanne A®C: Ketorolac tromethamine / KeToposiaka TpoMeTaMHUH
INN / MHH: Ketorolac / Ketoponax
API manufacturer batch number / ABRH009903, ABRH009746
Homep cepnn npouspoaureia ADC:
FP Manufacturer API Batch number /
Homep cepHu cyGcTAHIHM NPOH3BOIUTEIIS FESA00034, FESA00033

TJID:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouszBoanTens A®C, crpana: J-p Pexnu'c JlaGoparopuc JIta., Uuaus
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /
HanmenoBanue, aapec, THUEH3Hs 1JIs I-p Penaw’c Jlab6oparopuc JIta., Uupus, IlpoussoacrBeHHOE
IpoussoacTeennas niaomagka / Iltomanka nozapasaeienre-6, Bui. Kxons, Hanarapx Poyn, bagnu, JlucTprkT
KoHTpoJisd kadecTBa / Ilnomaaka BbInycka Conan, X.II., 173205, Kuausa (1THIEH3UsT HOMED MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IMpumeuanue: IIpoaykt cooTBeTcTBYeT TpeboranusM HJJ 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMoxroroeneno: Shivani [TpoeepeHo: Pravesh Rana Ono6peno: Menemxkep / Pykosogurenb

Amit Kumar L

] i N

Reprint Date / Reprint Date / Reprint Date / '

Jlata: 24.05.2025 Jara: 24.05.2025 Jara: 24.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, 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.
Formulation Unit-6

Qo
Dr. Red dY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol - 91 98166 56001-02

CEPTUOUKAT AHAJIU3A www.drreddys.com

ﬁ’;o_duct_: Ketorol Express (ketorolac)_Orally Disintegrating Tablets 10 mg ]
|IIpoaykt: Keropoa® Dxrcnpecc (KeTopoJak) Tab/ieTKu, AHCIeprApyeMble B IOJIOCTH PTa, 10 mr -
Market / Prinox :Russia / Poccus
Batch No/ . Batch Quantity / 3600000 tab /
Cepnsa Ne 3 V20095 O6beM cepun " 3600000 Tab
Analytical RepoE't No/ - 040002941435 Date of Analysis / . 24.05.2025
AnanurHyeckuii oTyet Ne JlaTa ananm3sa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTa npoH3BOACTBRA I'open no
Mfg. License No. / ) o
Ipou3BoJcTBEHHAS : MNB/05/263 A, Bumbexy) g pEN=(004662) 3 (ERC
Homep PY RU)
Junenzus Ne
Analysis performed according ND: / Anaau3s nposenen mo HA: JITI-Ne(004669)-(PT'-RU)-190224 -
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product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aK/I04YeHHe 0 COOTBeTCTBHH: «HacTosIMM S OATBEPKIAO, YTO MPHUBEICHHAs BbILIEe HHPOPMALHS SBISETCS
JIOCTOBEPHOH M TOYHOW. DTa Cepusi MPOAYKIMH IIPOU3BEECHA (BKJIIOYAs YMaKOBKY (MapKHpOBKY) W KOHTDOJb
Ka4yecTBa) Ha BHINIEYKa3aHHOM MPOHW3BOACTBEHHOH IUIOmAAKe (IUIOWIAAKAX) B IIOJHOM COOTBETCTBUH C
Tpe6oBanuamMu [IpaBui HauIeKalleH MPOU3BOJCTBEHHOM NpakTHKH EBpasuiickoro 3KoHOMHYECKOTO corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 Tpeb0BaHMAMHE KOHTPOJISA Ka4eCTBa JICKapCTBEHHBIX CPEACTB,
a TaK)Xe B COOTBETCTBHH CO CIENHMDUKAITUIMH, COJAEPKAMMHUCI B PETUCTPAHOHHOM J0ChE CTPaHBI-UMIIOpTEpa.
3aIuCcH 10 IPOM3BOICTBY, YIIAKOBKE K aHAIM3Y POBEPEHBI, H YCTAaHOBIIEHO HX COOTBETCTBHE TpeboBaHmaM [IpaBui
HaIJIEXKAIIEH TPOU3BOACTBEHHOM MPakTHKH EBpa3sHiCKOro 3KOHOMHYECKOTO COK03ay.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [TpoayxT coorBeTcTBYeT TpebopanusM HJJ 3axmouenne: QJJOBPEHO
DPreparcd by / Choclced by / Approved hy: Manager/Fxecutive /
[oaroroeneno: Shivani [poBepeHo: Pravesh Rana OnobpeHo: Menemxkep / Pykosoaurens
)}\/ Amit Kumar o A

p /\ —
Reprint Date / Reprint Date / Reprint Date / !
Hara: 24.05.2025 Jara: 24.05.2025 Jlara: 24.05.2025

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: L85195AP1884PLC0O04507
www.drreddys.com



