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

CEPTUPUKAT AHAJIM3A

Tel : 491 58166 56001-02
www.drreddys.com

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

Iponykr: Keropoa® Dxenpece (keTopoaak) Ta6aeTKH, AHCTIEPrHpyeMble B OAOCTH pTa, 10 Mr -

Market / Peinox _ :Russia / Poccus

Batch No / - V2500891 Batch Quantity / . 3600000 tab /

Cepus Ne i Obnem cepHH * 3600000 Tab

Analytical Repourt No/ - 040002934058 Date of Analysis / . 15.05.2025

AHainTHYecKkHii oTueT No JlaTa aHan3a

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

Jara npouzsoacrea Togen go i

Mfg. License No. /

Ilpou3sBoacTBEeHHAS : MNB/05/263 Wil inaiha g : ST CUSTONERS
Homep PY RU)

JHmenzua Ne

Analysis performed according ND: / Ananus nposeaen no HJL: JIII-Ne(004669)- tPI‘-R(I) -190224

Page10of9/Crp.1 139

No

No Test / Iloxa3zaTe/b

Results / PesynbTaTh!

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on cne
side. / Kpyrnble ninockue
Tabnetky ¢ dackoi, CBETIIO-
HENTOrO LIBETa C PaBUPOBKON
«» Ha oaHOH cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrnbie
nnockde TabreTku ¢ ackoif, ceeTno-
HENTOTO UBETa C [PaBMPOBKOH «I» Ha
ORHOM CTOpOHE.

Ketorolac / Kemoponax

2 Identification / I/lnen'rmpukauuﬂ

‘Complies / CootBeTcTByeT

UV spectra of theé test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-ceKTpsl MOTIOMIEHNS
UCIIBITYEMOrO pacrBopa M  pacTeopa
cTaumapTHoro obpasna  KeToponaka
TPOMeTaMHHa JOIDKHBI MMETh
MaKCHMYMEL NPH OAHON H TOM Xe IUINHE
BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanne: IIpogykT cooTBeTCTBYET TpeboBanmiM HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
ITonroroeneHo: Ramakatit

Qe

Checked by /
Iporepeno: Pardeep Kumar

= —

Approved by: Manager/Executive /
OnobpeHo: Menemxep / P)'Kosomn‘enb
Amit Kumar

N

Reprint Date /
Hara: 15.05.2025

' Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

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

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

CEPTHOHMKAT AHATIM3A o\ ooqol o

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dxenpece (keroponak) TabaeTks, aucneprupyemsic B HOJ0CTH pra, 10 Mr Sl

Market / Privok :Russia / Poccust

Batch No / 1 Batch Quantity / 3600000 tab /

Cepus Ne Y YRRt O6bem cepuH " 3600000 Tab

2nalyt1cal Repo:‘t No/ . 040002934058 Date of Analysis / . 15.05.2025
HATATHYECKHI oTyeT No JaTa anaJjn3a

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

AaTa npon3BoaCTBA Tonen 10 |

Mifg. License No. / . T No

IIponsBoacTBenHas : MNB/05/263 ' B S : LSRR A

Homep PY RU)
anuensug Ne -

Analysis performed according ND: / Anaaus npopeaen no HJI: .ﬂ]T_:—Ne(ﬁﬂaiGﬁOj-(l;F-RU 190224
Page2of 9/Crp.2 u39

Test / Iloka3aTens Results / PeayabTaThi Specification / Hopma

[ No
Ne

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 ynepKuBaHHs
l OCHOBHOTO [IMKa HA XpOMaTorpamme
HCIIBITYEMOTO pacTBOpa OOJDXHO
COOTBETCTBOBATh BEPEMEHH YIEPKHBAHHA
OCHOBHOIr0 TMHKa Ha XpoMaTorpaMMe
pacTBopa CTAHAapPTHOTO obpasua
KeToporaka  TpoMeTaMHHa  (pasmen
«KonnyecTreHHOE ONPEIENCHUEY).

Remarks: The Product conforms to ND/ i Conclusion: APPROVED /
Ipumeuanue: ITponykr coOTBETCTRYET TpeGoBaHmaM HJ| Saxawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToBneHo: Rw TIposepeHo: Pardeep Kumar | OnoGpeno: Menemkep / Pykosonurens
/’

Amit Kumar L
el ccs A=
L

Reprint Date / ‘ Reprint Date / Reprint Date /
Hara: 15.05.2025 Hara: 15.05.2025 Jara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +31 40 4900 259Y, kmall: mall@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com




Dr.Reddy’s Q:’-‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulation Unjt-6

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

CEPTHPHKAT AHAJTHM3A

Te) : +91 98166 56001-02

www.drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Kervoposn® Sxenpecce (keroposak) TabseTky, AHCIEprupyeMbie B NoI0cTH pTa, 10 Mr ol

Market / PbIHOK :Russia / Poccus
Batch No / s Batch Quantity / . 3600000 tab /
Cepusi Ne 1 O6bem cepHn " 3600000 Tab
Analytical Report No/ . 040002934058 Date of Analysis / . 15.05.2025
AHanuTHyeckHii oTdeT Ne Jata aHAJIH3A ]
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
| Jara nponzBoacTBa | T'ogen no
Mifg. License No. /
MA nuamber: / JII-Ne(004669)-(PT -
IT : .
POM3BO/ICTBEHHAA : MNB/05/263 Homep PY ' RU)

Junen3ina No

J

_Analysis performed according ND:

/ Ananuz nposenen no HJI; J[l]—ﬁ‘e(ﬂﬂ:lﬁﬁ‘})-( PI'-RU)-190224 =

No

_ Page3of9/Crp.3m39

No Test / IlokazaTean Results / PezynbTaTs! Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention  times of 2= |
Bymunzuopoxcuarnuson 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
yIaep>KUBaHHs TIVIKOB
2-6yTHITHAPOKCHAHU30Ia u
3-0yTHATHAPOKCHAaHKH30IA Ha
XpOMATOTpaMMe HCTLITYEMOTO pacTsBopa
JOMKHBL COOTBETCTBOBATH BpEMEHAM
yIEpKHBAHHS ITUKOB
2-6yTWITHApPOKCHAHH30Na n
3-0yTWITHAPOKCHAHK301A Ha

XpOMAaTOrpaMmMe pacTBOpa CTAHZAPTHOIO
obpasia 6yTHIrHApokcHaHu30Ma (pazjen
«CopepxaHue
AYTHITHIPOKCHAHWINTAN),

Remarks: The Product conforms to ND/

Ipumeuanne: ITpoaykT cooTBeTcTBYET TpeboranuaM HJ

Conclusion; APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
Toarorosneno: Ramakant

{ut

Checked by /
Iposepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pykosomnrens
Amit Kumar -

NeZr”

1

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Mara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':‘

Dr. Reddy’s Laboratories Ltd.
Farmulation Unit-6 .
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001-02
www.drireddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

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

Hponykr: Keropon® Sxenpece (keToposak) TaGIETKH, ANCHEPriHpyeMbie B M0I0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepnsn Ne Lt O6beM cepu ' 3600000 Tab
Analytical Repo:‘t No/ . 040002934058 Date of Analysis / - 15.05.2025
A"annTHyeckni oTyeT Ne Mara anajH3a
Datg of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTa npon3BoAcTBa . I'ogen no
Mfg. License No. /

. MA number: /  JITI-Ne(004669)-(PI'-
IIpousBogcTBeHHAN : MNB/05/263 | Homep PY * RU)

JRUenzHa Ne

Analysis performed according ND: / Ananus nposeaen no H/: JITI-N2(004669)-(PT-RU)-190224

Page4 of 9/ Cip.4u3 9

OxHOPOJHOCTH MACChi

‘1}: Test / [loka3zatenb Results / PesyabTaTsl Specification / Hopma
3 Average weight / Cpeansist 69.7 mg / 69.7 mr 67.2 mg to 72.8 mg (70.0 mg * 4.0 %). /
macca . Or 67,2 Mr 10 72,8 mr (70,0 Mr £ 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than + 20 %. /
| 18/20 Tabnetox — He Gomee + 10 %;
| 2/20 TabneTok — He Goee = 20 %.

00 min 22 sec / 00 MuH 22 cex Not more than 3 min. / He 6oaee 3 MuH.

4 Disintegration time /
Pacnagaemoctsn

5 Dissolution / PacTBopeHnne Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
. Ci15H13NO3+C4H 11 NO3 (ketorolac
Unit-2 / Ta61-2 101 % tromethamine) in 15 min. / He mence
Unit-3 / Ta61-3 100% | 75% Q CisH13NO3*C4H1NOs
A 59 (keToponaka TPOMETaMHH) Hepes 15 MuH.

Jeuing a0J1- (3

Unit-5 / Tabn-5 98%

Unit-6 / Tabn-6 100%

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeuanne: [Iponykr cootsetcTByeT Tpeboanuam HJI 3axaogenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tlonrorosneno: Ramakant IIpoeepeHo: Pardeef) Kumar Onobpeno: Menemxep / PykoBoauTens
y Amit Kumar Ao
W B A=
Reprint Date / ' Reprint Date / Reprint Date / .
Jlata: 15.05.2025 Jlata: 15.05.2025 Jara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Jul: +81 4O 1800 2500, Taa, | 31 40 4300 2050, Emailh mail@drraddys com

CIN: L85195AP1984PLCO04507
www.drraddys.com




Dr.Reddy’s “!‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHEAT AHAJIN3A

www.drreddys.com

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

Ipoaykt: Keropoa® Ixenpece (keTopoJtak) TabneTxn, qucnepripyessie B MOJOCTH PTa, 10mr

Market / Poinok :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne L V2300891 O06neM cepuu " 3600000 Tab

Analytical Repo:t No/ . 040002934058 Date of Analysis / . 15.05.2025

AHannTHYeckH# 0TUeT Ne Jlara aHanH3a

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

JarTa npon3BoacCTEA I'open o

Mfg. License No. /

IlpousBoacTBeHHas . MNB/05/263 MA number: / : JIT-Na(004669)-(PT -
Howmep PY RU)

auuensna Ne ]

Analysis performed according ND: / Ananns npoeegen mo HJL: JIII-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.Sn39

ducmepcHocTb

NN:) Test / IlokazaTens Results / Pe3yibTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a

710 um sieve is formed. / Obpasyerca
OMHODOAHAs CYCIieH3Us, MpOXOAALias
CKBO3b CHTO C Pp@3MEpPOM OTBEpCTHi
710 MKM.

7 Impurities / HpH_MECH

1-hydroxy analog of
ketorolac: /
1-ruapokcHaHanor
KeToposaka

Below LOQ (LOQ =0.032 %) /
Huxe mpenena KOJIMYECTEEHHOTO
onpeznenenns (ITKO = 0.032 %)

not more than 0.5 %; / ne Gonee 0,5 %;

1-keto analog of ketorolac /
1-KeToanaIor KeTopoiaka

0.03%

not more than 0.8 %; / ne Gonee 0,8 %;

unidentified impurity /
eAVHUYHAL
HeuIeHTHUINpOBaHHAs
NIpHMeECh

0.02%

not more than 0.5 %; / ue donee 0,5 %,;

total impurities /
CyMMa IpHMecei

0.0432%

pot more than 1.0 %. / ue 6onee 1,0 %.

8 Water content /
Conepxanue BOABI

2.3 %

ot more than 7.0 Y. /
He 6onee 7,0 %.

Remarks: The Product conforms to ND/
ITpumedanne: [TpoaykT cootsercTyeT TpeboBanusam HJT

Conclusion;: APPROVED /
3armouenne: OJJOGPEHO

Prepared by / Checked by /
Tlonrotoeneno: Ramakant

Bt SEL

[porepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Meremxkep / Pyxosoauresnn
Amit Kumar [\/ N

- /’

L] Reprint Date /

Hara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Jata: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Lmail: 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

CEPTHO®HUKAT AHAJIA3A

Tel : +91 58166 56001-02
www.drieddys.com

Product : Ketorol Express (ketorolac)_(—)Eally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Drenpece (keroposak) TabaeTkn, ANcneprapyemMble B 0JIOCTH PTa, 10 mr

Market / PoiHok :Russia / Poccus

Batch No/ , Batch Quantity / _ 3600000 tab /

Cepus Ne £ V2500891 O0nem cepus " 3600000 Tab

Analytical Repo:'t No / . 040002934058 Date of Analysis / . 15.05.2025

AnanurHyecKkHii oTder Ne JlaTa aHaIH3a

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

Jdarta mpou3BoacTBa T'oxen no g )

Mfg. License No. / ] .

IIpousBoacTBEHHAS - MNB/05/263 MA number: / : JINI-Ne(004669)-(PT-
Homep PY RU)

nHIeHsHa Ne

Analysis performed according ND: / Ananu3 aposenes mo HJL: JIT-Ne(004669)-(PT'-RU)-190224

Pagc 60of 9/ Cip. 6 n3 9
| ioo Test / [loxa3aTean Results / PeaynbTarsl Specification / Hopma

9 Residual solvents / OcTaTouHble OpraHuYecKue PaCTBOPHTEIH -
Isopropyl alcohol / 3 ug/tab / Not more than 350 pg/tab. /
Hzonpomnanon 3 mxr B TabeTke He 6onee 350 MKT B TaOMETKE.

10 Microbiological pl_ll‘Ety*/ MH;(?)OﬁHOI!OI"H'-ICCKaSI wucToTa*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / ofiee yncno NA He 6onee 10° KOE/r;
a3p0o0OHBIX MUKPO-
OpTaHN3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / obiuee uncio NA He 6onee 102 KOE/T;
IPONOKEBBIX W TNECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 43 Acceptance value {(4¥) not more than
OaHOpOAHOCTH 15.0 TlokasaTens nippemnemoct (AV)
A03UPOBAHHLIX EAHHALL noykeH 6pITh He 6onee 15,0.

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoayxr cootseTcTBYeT Tpebosanuam HJT

Conclusion: APPROVED /
Zaxmoyenne: OMOBPEHO

Prepared by /
IToarorosne”o: Ramakant

o

Checked by /
TIposepeHo: Pardeep Kumar

—=—=

Approved by: Manager/Executive /
Opnobpeno: Menemkep / Pykosoanrens
r Amit Kumar J\' -

e

r
T

Reprint Date /
Hata: 15.05.2025

: Reprint Date /
JlaTa: 15.05.2025

Reprint Date /
Jlara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984P1.C004507
www.drreddys.com




Dr.Reddy’s Qi"'

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIM3A

Tel : +91 98166 5600102
www.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkr: Keropoa® Dxenpece (keToposiak) TabaeTkH, AMCHEPIHpYeMbic B NOJOCTH P, 10mMmr

Market / Poinok :Russia / Poccua

Batch No / _ Batch Quantity / . 3600000 tab /

Cepus No WS Obbem cepun ' 3600000 Tab6

Analytical RepOft No/ - 040002934058 Date of Analysis / . 15.05.2025

AHanuTHuecKHH 0TueT Ne Jara ananH3a

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

Jata mpou3BOJCTBA onen 1o B i _

Mfg. License No./

IponsBoacTBEeHHAS - MNB/05/263 MA number: / : JITI-N2(004669)-(PT-
Homep PY RU)

Jgunensua Ne ’

Analysis performed according ND: / Ananus nposegen no HJL: JITT-Ne(004669)-(PT-RU)-190224

Page 70f9/Crp.7u3z 9

onpeaesieHHe

i.: Test / ITokazaTennb Results / Pe3ynbTaThi Specification / Hopma
12 | Assay/ KosunuyecTBeHHOE 10.0 mg / 10.0 mr From 90mg to 11.0 mg of
(99.5 %) CsH;3NO;°C4H | 1 NO; {(ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 Mr CisH3NO3*C4H | 1NO;3
(xetoponaxa tpomeramus) (ot 90,0 mo
110,0 % oT 3asBICHHOrO KOJIMUECTBa) B
TtabneTxe.

13 Butylhydroxyanisole
content /

Copepxanue
GyTUArMAPOKCHAHH304a

0.0914 mg/tab /
0.0914 Mr B Tabnetke

Not less than 0.042 mg/tab. /
He menee 0,042 mr B TabiieTke.

14 | Package description /
OnucaHHe yIaKOBKU

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. / Ilo 10 Tabnetok B
6nucrepe n3 (TTA/AJIIID ¢
pnaronoriaorHreeM/ TI3BIT)
donvra // ([TS/AJI) ponera. Ilo
2 Gupciopa BMCCTS & JTHMCTROM-
BKJIa(EILIEM B TauKy
KapTORHYIO.

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. / [To 10 Tabnetok B
6nucrepe n3 (TTA/ATI/TID c
gnaronornoruteneMAIIBIT) donbru //
(TI5/AT]) ¢onsru. IMo 1 wan 2 Gnucrepa
BMECTE C JIMCTKOM-BKJIAABIIIEM B Ia4Ky

KapTOHHYIO.

Remarks: The Product conforms to ND/
TIpumeuanne: Ilpoaykt coorsercTByeT TpebosaHuam HJT

Conclusion: APPROVED /
3arumrouenne: QJJOBPEHO

Prepared by /
|l TIogrororneno: Ramakant

Qs

Checked by /
Iporepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosonurens
Amit Kumar

1/ -
Noor —

J
Y

3

Reprint Date /
Jlara: 15 05 2025

Reprint Date /
TNata: 15.05.2025

Reprint Date /
Hara; 15052025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 23900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AI?1984PLC004507
www.drreddys.com




Dr.Reddy’s Q3¢

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

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

CERTIFICATE OF ANALYSIS
= : Tel : +91 93166 56001-02
CEPTUOHKAT AHAJTF3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropos® Dxenmpece (keToposak) TabjJeTky, IHCHEpripyeMuic B NOA0CTH pra, 10 ar all” o
Market / PriHok ‘Russia / Poccns
Batch No / - V2500891 Batch Quantity / : 3600000 tab /
Cepusi N O6bem cepun 3600000 Tab
Analytical Repovrt No / © 040002934058 Date of Analysis / . 15.05.2025
AHaanTHYecKHi oTHeT Ne Jara ananusa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTa npoH3BOACTEA T'open 10 o ngeo o BN
Mfg. License No. / 1 .
IIponsBoacTBEHHAST : MNB/05/263 1 MA pumber: / ; JII-Ne(004660)-(PT-
Homep PY RU)
Janeszun Ne ]
 Analysis performed according ND: / Ananus nposeaen mo HJL: JII-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ CTp.8 3 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.
* [IpH BLITYCKE JIEKAPCTBEHHOr 0 MPenapaTa KOHTPOIb KA4eCTBa N0 MOKAa3aTelo «MuKpoGHoIorHuecKas
YHCTOTA» NPOBOAUTCH 1A Kaxaoii 20-0ii cepHu, WM 1A OAHOH cepuy B o, B 3aBUCUMOCTH OT TOr0, 410

HACTYNMHT paHbilie.

Ketorolac tromethamine / KeToponaka tpomeramiti

| API name / Haumenosaune ADPC:
Ketorolac / Ketoposak

INN / MHH:

API manufacturer batch number / ABRH009903
Homep cepun npounspogntenn ADPC:
FP Manufacturer API Batch number /

FESAQ00034

Homep cepuH cyGcTAHIHH NPOH3BOAHTEJINA
rJid:

API Manufactured by & country /
ITponzsogurens ADC, crpana:

Name, address, authorization No for  FP
manufacturing site / Control site / Release
site /

HaumeHoBanue, agpec, JJHIeH3HA 1A
IlpousBoacTBeHHas naomanka / Iltouagka
KOHTPOJIA Kauecrsa / ILiomaaka Bpimycka

Dr. Reddy's Laboratories Ltd., India /
J1-p Penaw'c Jlabopatopuc JIta., Hunus
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Peanu’c Jla6opatopuc JIta., Huuws, [ponsBoacTBeHHOE
noapasnenenne-6, Buur. Kxons, Hanarapx Poyn, banan, JIHcTpHkT

Conan, X.I1., 173205, Unaus (nuuensus Homep MNB/05/263)

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

Conclusion: APPROVED /

Remarks: The Product conforms to ND/
Zaknouenne: OJOBPEHO

[Tpumeyanne: [Tponykr coorsercTeyer TpeSopanmam HIT

Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroroeneno: Ramakant Iposepeno: Pardeep Kumar | Onobpeno: Meremxkep / Pykosonurens
{ Amit Kumar A N
oo S I|r N\~
Reprint Date / ' Reprint Date / Reprint Date / ;
Hata: 15.05.2025 Hara: 15.05.2025 Jlara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2300, Fax: +31 40 4900 2999, Email: mail@drreddys.com
" CIN: L85195AP1584PLC004507
www.drreddys.com




o ‘ Dr. Reddy's Laboratories Ltd.
. . .
l ) / ‘l Formulation Unit-6
r. Reddy s ,.. Vill, Khol, Nalagarh Road, Baddi,
: s j P, 173 205, INDIA
CERTIFICATE OF ANALYSJg DSt Soian, HP, 173 205

: Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIM3A Rl oo

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

Iponyxr: Keropoa® Jxenpece (keroposiak) TabaeTkm, Aucnepriupyestbie B MOJOCTH PTa, 10 mr )
Market / Ppiaok ~ :Russia/Poccus

Batch No / ) Batch Quantity / 3600000 tab /
Cepusa Ne 522008k : Obbem cepust " 3600000 Tab
Analytical Repourt No/ - 040002934058 Date of Analysis / - 15.05.2025
AHanuTHueckHii oTHeT No JlaTa anaIH3a -
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa npou3BoACTBA Togen g0 S i
Mfg. License No./ .

IIpousBoacTBEHHAN : MNB/05/263 MA number: / : G QU A200) I

Homep PY RU)
Jauunensus Ne
Analysis performed according ND: / Auanns nposeaen mo HJL: JIT-Na(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».

3aKAI0UeHHe 0 COOTBeTCTBHH: «HACTOAIINM S TOITBEpIKato, YTO MIPHBE/CHHAA BhINE HHPOPMAIHS ABIILETCA
LOCTOBEPHOM M To4HOM. DTa cepys NMPOAYKIHH IpOu3BeleHa (BKIOYAs YIAKOBKY (MapKHpOBKY) M KOHTPOJb
KadyecTBa) HA BEHIIEYKa3aHHOH IIPOM3BOACTBEHHOM ILIOIIAIKE (mnomankax) B IONHOM COOTBEICTBHH C
Tpebopanusmu IIpaBui Haexamiei MPOU3BOACTBEHHON NPAKTHKH EBpasHiicKOT0 9KOHOMHYECKOTO COrO3a (No
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeSoBaHHIMH KOHTPOJIA KaueCTBA JCKApCTBEHHEIX CPEICTB,
a TAKKe B COOTBETCTBHM CO CIEIM(HKAIMAMH, CONEPKAIMUMHUCS B PETHCTPALIHOHHOM AO0ChE CTPAHBI-UMIIOPTEpa.
3arHCH 110 IPOM3BOJICTRY, YTAKOBKE M aHANI3Y IPOBEPEHBL, H YCTAHOBIEHO HX COOTBETCTBHE TpeOOBANUSM IIpaBun
HaJyIexalleil IpOU3BOICTBEHHOM IIPaKTHKH EBPasHACKOr0 SKOHOMHYECKOTO COO3a).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INpumeuanne: [ponykr coorercTBYeT Tpebosanuam HJT Sakmwvenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tonrorosneso: Ramakant IIposepeno: Pardeep Kumar | Ono6pero: Menemxiep / Pykosoautese
Amit Kumar . o

W = (==

Reprint Date / ' Reprint Date / Reprint Date / '
| Hara: 15.05.2025 Hara: 15.05.2025 Jara: 15.05.2025 lu i

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: 4571 4U 490U 2900, Fax: +91 40 4900 2993, Eindil. niail@direddyy.com
CIN: L85195AP1984PLC004507
www.drreddys.com




