Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

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

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

SH SGO0 102

CEPTU®UKAT AHAJIU3A

Tel:+91 986150 50801 C2

www.drreddys.com

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

Ipoayxr: Keropoa® Dkcnpecc (keTopoiak) TabjleTKH, AHCIeprupyeMble B I0JI0CTH pra, 10 mr

Market / PoiHok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus No R O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002867800 Date of Analysis / . 30.03.2025
AHanHTHYCCKHH oTHeT Ne o Hata anannza -
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

| JlaTa npoH3BOACTRBA | T'omen xo
Mfg. License No. / ) .
Ilpon3sBoacTBeHHas : MNB/05/263 Saynumbeusy g =NE(ODA669)=(ERS

Homep PY RU)

Juuen3usa Ne

Analysis performed according ND: / Ananu3s npoBeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Pagel1of 9/Crp.1u39

No ] g
No Test / Iokasareiib Results / Pesynbrarel 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. / Kpyrinsie
side. / Kpyrable nnockue ITocKhe TableTkd ¢ (ackoil, cBeTIO-
TabneTky ¢ Gackoi, CBETNO- XKeJTOro 1BeTa C IPaBUPOBKOH «l» Ha
)KEJITOro LIBeTa C rPaBUPOBKOIA OIHOIi CTOPOHE.
«l» Ha omHOI1 cTOpOHE.
2 Identification / UaenTnduxauus
Ketorolac / Kemoponax Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnexTpsl NOIIONIEHUS
UCIIBITYEMOrO PacTBOpa M pacTBopa
CTaHZapTHOro  ofpasla  KeTopoJaka
TpOMeTaMH1Ha JOJDKHBI UMETH
MaKCUMYMBbI [PU OJHOH U TOH XK€ IJIMHE
BOJIHEI (& 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IToarorosneHo: Santosh Kumar

Maurya &
)

Checked by /
IIposepeno: Pardeep Kumar

<

Approved by: Manager/Exgcutive /
Opmobpeno: Menemxep / Pykosoautens
Abhishek Chauhan 'g

Reprint Date /
HaTta: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Registared Office: 8-2-337, Road No. 3, Bznjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC0O04507

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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98165 56001 02
www.drreddys.com

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

Ipoaykr: Keropoa® Dkcnpecc (keTopoJak) Tab/1eTKH, AHCIIePrupyeMble B M0JOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne e O6bem cepun " 3600000 Tab

Analytical Report No/ . 040002867800 Date of Analysis / . 30.03.2025

Ananurngeckuii oTuyer Ne o | aTa anajuza

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

Jara npou3BoacTBa Tonen no

Mfg. License No. / ] .

IIpon3BoACTBeHHAs : MNB/05/263 SEnumbers s JI-NE(004669)~(EN=
Homep PY RU)

Jauuen3us Ne

Analysis performed according ND:

/ Ananns nposegen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page20of 9/ Crp. 2 u3 9

No

Test / [Tokazarenb
No

Results / PesynabTaThl

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). / Bpewmst ynepxuBaHus
OCHOBHOFO IIMKa Ha XpoMarorpamme
HCIIBITYEMOTrO pacTBOpa JOJIKHO
COOTBETCTBOBATh BPEMEHH YAEPKHUBAHUSA
OCHOBHOrO IIMKa Ha XpoMaTorpamme
pacTtBOpa CTaHAAPTHOTO obpasia
KeTopoNaka  TpoMeTamMuHa  (pasien
«KoaruecTBeHHOE OnpeeTIeHIE).

Remarks : The Product conforms to ND/

IMpumeuanue: ITpoaykt coorBeTcTByeT Tpebosanusam HJI

Conclusion : APPROVED /
Baxmouenne: OJJOGPEHO

Prepared by /
IMonrorosneno: Santosh Kumar

Maurya )
5

Checked by /
ITpoeepeHo: Pardeep Kumar

D
!

—t T

Approved by: Manager/Hxecutive /
Abhishek Chauhan

Onobpeno: Menemxkep / yi(GBOj]HTEﬂb

e

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Bznjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC0O04507

www.drreddys.com
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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 "' “oc. J"conoe )

CEPTUP®HUKAT AHAJIM3A

www.drreddys.com

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

Iponykr: Ketopoa® Dkcnpece (keToposak) TaG/1eTKH, AMCHeprupyemMble B I10J0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne 3 V2300455 O6bem cepun " 3600000 Tab

Analytical Repo:’t No/ - 040002867800 Date of Analysis / . 30.03.2025

AnamurHueckni oruer Ne JaTa anainsa B ]

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

Jata mpou3BoACTBa I'ogen g0 -

Mfg. License No./ . .

Ilpou3BoACTBEHHAN : MNB/05/263 LS L ey S (DAOED)S (e
Homep PY RU)

JHneH3ns Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page3 of 9/Crp.3 u39

No
Ne

Test / [Toka3aTenb

Results / PesynbTaTbl

Specification / Hopma

Butylhydroxyanisole /
Bymuneuopoxcuanuzon

Complies / CooTBETCTBYET

The retention times of 2-
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). / BpemeHa
YAEPKUBAKUS MHUKOB
2-0yTUITHAPOKCHAHU30/1a u
3-0y TWIrMAPOKCHAHU301Ia Ha

XpOMaTOrpaMMe HKCIILITYeMOro pacTBopa
JOJDKHBL  COOTBETCTBOBATH  BPEMEHAM

yIOepXKUBaHMUA ITHKOB
2-6yTUITUAPOKCHAHU30TIa u
3-6y TUNrUAPOKCHAHU301a Ha

XpOMaTOrpaMMe pacTBOpa CTaHAZPTHOTO
obpasia GyTUITHAPOKCHaHHU301a (pas3aen
«ConepxaHue
OyTUITHAPOKCHAHU30JIa).

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeT Tpebosanusm HJI

Conclusion : APPROVED /
3akmoyenue: OJIOBPEHO

Prepared by /

IToaroroeneno: Santosh Kumar

Checked by / Approved by: Manager/HBxecutive /
IMposepeno: Pardeep Kumar | Ongobpeno: Menemxep /fPykoBoautesib

Maurya / Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.03.2025 Hara: 30.03.2025 JHara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 560034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS ~ —*™ 0% " 7
CEPTU®UKAT AHAJIM3A "o o o

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

ITpoaykt: Keropoa® Jkcnpecc (keToposak) TabieTKH, JHCIEPIHpyemMble B M10J10CTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne 2 i O6Bem cepun " 3600000 Tab

Analytical Repo:*t No/ . 040002867800 Date of Analysis / . 30.03.2025

AHaMTHYECKMH OTYET Ne JMaTa anainsa

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

JaTa npousBoacTBa I'oxen no

Mfg. License No. / i o

IlponsBoacTBeHHas : MNB/05/263 ST B S 5 i S ORGEYSEIE
Homep PY RU)

JHneH3Hs Ne

Analysis performed according ND: / Anasus nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page4 of 9/ Crp. 4139

Results / PesyabsTaThl

Specification / Hopma

69.7 mg / 69.7 mMr

Complies / CooTBEeTCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr go 72,8 mr (70,0 Mr + 4,0 %).

18/20 tablets - not more than + 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He Oonee = 10 %;
2/20 TabneTok — He GoJee = 20 %.

00 min 11 sec/ 00 MuH 11 cex

Not more than 3 min. / He 6onee 3 MuH.

Bl Test / IToxazarens
Ne
3 Average weight / Cpeanss
Macca
Uniformity of weight /
OOHOpPOAHOCTb MacChl
4 Disintegration time /
Pacnagaemocts
5 Dissolution / PacrBopenne

Unit-1/ Tabn-1 98 % Not less than 75% (Q) of
. C15sH13NO3°CsH 1 1NOs (ketorolac

Unit-2 / Tabn-2 o' tromethamine) in 15 min. / He wmenee

Unit-3 / Tabn-3 95 % 75 % Q CisH13NO3+C4H11NO3
. (keToponaka TpOMETaMUH) uepe3 15 MuH.

Unit-4 / Tabn-4 95 %

Unit-5 / Tabn-5 101 %

Unit-6 / Tabn-6 101 %

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykr coorBercTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
Zaxmoyenune: OJJOBPEHO

Prepared by /
IToxarorosneno: Santosh Kumar

Maurya @
g

Checked by /
IpoeepeHo: Pardeep Kumar

~{—

Approved by: Manager/IExecutive /
Ono6pero: Menemxep //Pykopomuress
Abhishek Chauhan

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Harta: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC0O04507

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

CEPTUDPUKAT AHAJIU3A

Tel: +91 95155 58001 02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Keropoa® Jxcnpecc (KeTopoJax) Ta61eTKH, AHCHEprHpyeMbie B HOJI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne E E00es O0BeM cepHH " 3600000 Tab

Analytical Repourt No/ . 040002867800 Date of Analysis / . 30.03.2025

AHaguTHYeCKHI oTueT No Jara ananuza

Date of Manufacture / - 03/2025 Date of Expiry/ - 02/2027

JlaTa nmpousBoacTBa T'open o ]

Mfg. License No. / ] .

IOESe A e . MNB/05/263 Ssnumber; p LS (UIHOEDSEIE
Homep PY RU)

JIHIEeH3HsT No

Analysis performed according ND: / Auajus nposeaen mo H/I: JII-Ne(004669)-(PI'-RU)-190224

Page 50f9/Crp. Sm3 9

1;."0 Test / [loka3aTennb Results / Pesynaptars: Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 um sieve is formed. / Obpasyercs
OfHOpOJHAs CYCNEH3HsA, NpOXOsinas
CKBO3b CHUTO C pa3sMepoM OTBEpCTHit
710 MxM.
7 Impurities / [Ipumech
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / ne 6oaee 0,5 %;
ketorolac: / / Hwxe nipenena
1-ruapokcuananor KOJIMYECTBEHHOTO OTIPEAEIEeHUs
KeTopoJjaka (TIKO = 0.0032 %)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %;
1-xeToaHanor KeTopoJsiaka
unidentified impurity / 0.02% not more than 0.5 %; / He 6Gonee 0,5 %;
€IMHUYHasA )
HeHaeHTUHUIMPOBAaHHAS
NpHUMech
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
CyMMa npuMeceit
8 Water content / 24 % Not more than 7.0 %. /
CopepaaHnue BoAbl He Gonee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cootBeTcTBYET TpebOoBanuam HJJ

Jaka

Conclusion : APPROVED /

wuenue: OJORPEHO

Prepared by /
IlonrorosneHo: Santosh Kumar

Maurya @/

Reprint Date /
Jlata: 30.03.2025

Checked by / Approved by: Managgr/Executive /
ITpoBepeno: Pardeep Kumar | Onobpeno: Menendp / Pykosoanresn
' Abhishek Chauhan | /}b
01/—; LA_
Reprint Date / Reprint Date /
Hara: 30.03.2025 Hara: 30.03.2025

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

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

100 STUv LTl

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpece (KeToposiak) TaGieTKH, JHCHePrupyeMbie B HOJ0CTH pra, 10 Mr

Market / Peinox

:Russia / Poccust

Batch No / ) Batch Quantity / 3600000 tab /

Cepust Ne A OBnem cepun * 3600000 26

Analytical Report No/ . 040002867300 Date of Analysis / . 30.03.2025

AHagnTHYeCKHH oTyeT No Harta anaausa - -

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

Jlata npon3BoacTBa I'onen 1o o

Mfg. License No. / . o

IIpouzBoscTBeHHAS : MNB/05/263 MEnumbers : SIENE(00%692)=(rI=
Homep PY RU)

JHuen3usa Ne

Analysis performed according ND: / Anaaus nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 6 of 9/ Ctp. 6 m39

1;.:) Test / Iloka3aTeb Results / PesynbTaThl Specification / Hopma
9 Residual solvents / OcTaTouyHble OpraHM4ecKHE PACTBOPHUTE/IH
Isopropyl alcohol / 11 pg/tab/ Not more than 350 pg/tab. /
H3onponaHon 11 Mkr B TabneTke He 6osiee 350 MKT B TabneTke.
10 | Microbiological purity*/ Mukpo6uonoruueckas yncrora*
Total Aerobic Microbial not more than 10> CFU/g; /
Count / obliee 4ucno NA ne 6onee 103 KOE/T;
a3pOOHBIX MHKPO-
OpraHu3MoB
Total Combined Yeast and not more than 10*> CFU/g; /
mold count / o6111ee YHCITO NA He 6onee 10% KOE/r;
JPOXOKEBBIX M TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T.
11 Uniformity of dosage units / 8.0 Acceptance value (4¥) not more than
OaHopoAHOCTH 15.0 Tlokasatens mpuemnemoct (AV)
JI03NPOBAHHBIX €AHHHI noJoKeH ObITh He Horee 15,0.

Remarks : The Product conforms to ND/

IMpumeuanue: ITpoaykr cooTseTcTByeT TpebopanusaM HJT

Conclusion :
Saxkawuenue: OJOBPEHO

APPROVED /

Jara: 30.03.2025

Hara: 30.03.2025

Prepared by / Checked by / Approved by: Manager/Eixecutive /
[Toxrorosneno: Santosh Kumar [Mposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaurens
Maurya {Zb, f Abhishek Chauhan ( 7
Reprint Date / Reprint Date / Reprint Date /

Jlarta: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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 ‘g‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIU3A

Tel : +91 98165 56001-02
www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poayxr: Keropos® Jkenpece (keroposiak) TabaeTKH, JHCAeprapyemMble B 10I0CTH pTa, 10 Mr

Market / Poinok

:Russia / Poccus

Batch No/ _ Batch Quantity / . 3600000 tab /

Cepus Ne B P00 O0beM cepaH " 3600000 Tab

Analytical Repo:‘t No/ - 040002867800 Date of Analysis / . 30.03.2025

AnanurHyeckuii oryer Ne JlaTa anaansa

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

Jlara npoH3BOACTBa T'onen no

Mfg. License No. / . .

IIponzBoacTBeHHAR : MNB/05/263 MA pumber: / g JIII-Ne(004669)-(PI-
Homep PY RU)

JHueH3Hs Ne

Analysis performed according ND: / Ananu3s nposegen nmo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page7of 9/ Crp. 7n3 9

No 1
Ne

Test / IToxka3zaTeanb

Results / PesyabTaTsl

Specification / Hopma

onpeaeaceHue

12 Assay / KoainuecTBeHHOe

9.9 mg/9.9 mr
(99.5 %)

From 9.0mg to 11.0 mg of
Cy5H13NO3*C4H;(NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 Mr Ci15sHi3NO3C4sH 1 1NO3
(ketoponaka TpomeramuH) (ot 90,0 no
110,0 % oT 3asBJICHHOTO KOJIMYECTBa) B
TabeTke.

content /

13 Butylhydroxyanisole
Cogepxanue
6yTHIArnaApoOKCHaHH30/1a

0.0919 mg/tab /
0.0919 mr B TabneTke

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

14 | Package description / 10
Onucanne ynakoBKHU

tablets in a blister

(PA/AL/PE
foil. 2 Dblisters
pack.

6mucrepe U3
BiaronorjotureaeM/I19BIT)

BKJIaABILIEM B
KapTOHHYIO.

with
desiccant/HDPE) foil // (PE/AL)
with patient
information leaflet in a carton
/ Ilo 10 Tabinerox B
(IIA/AJITID ¢

donsru // (T13/AJ1) donsru. o
2 GnucTepa BMeCTe C JHCTKOM-
nauky

of | 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. / ITo 10 tabnetox B
6mucrepe u3 (ITA/AJI/TTD c
srnaronornoturenem/II3BIT) donsru //
(I13/AJT) doneru. ITo 1 win 2 6nuctepa
BMECTE C JINCTKOM-BKJIAABILEM B IauKy
KapTOHHYIO.

* 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.

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpeboranusam HJ{

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by /

Maurya

Ioarorosneno: Santosh Kumar

Checked by /
IMpoeepeno: Pardeep Kumar

C“"_\_l’. —

Approved by: Manager/Exgcutive /
OnobpeHo: Menemkep / PykoBoauTesns
Abhishek Chauhan

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Reprint Date /
Jata: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L.85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIN3A

Tel : +91 981656 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoa® Dkenpecc (keTopoak) TabjieTkH, AucHeprupyemble B 1010¢TH p1a, 10 Mr

JHIeH3us Ne

Market / Prinok :Russia / Poccust
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne R T O0nem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002867800 Date of Analysis / . 30.03.2025
AHamnTHYeCKHH 0TYeT Ne HMaTta ananausa
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JaTa npoH3BoacTBa TI'open mo
Mfg. License No./

) MA number: / . JII-Ne(004669)-(PT -
IIpousBoacTBeHHast : MNB/05/263 Howmep PY " RU)

| Analysis performed according ND: / Anasns nposeaen no HJT: JIII-Ne(004669)-(PT-RU)-190224
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* HPH BbINIYCKE JIEKAPCTBEHHOI0 Mpenapara KOHTPOJIb Ka4eCTBa IO MoKa3aTe/ o «MHKpOﬁ"OJ’lOFH‘leCKaﬂ
YHCTOTa» MPOBOAUTCH AJIHA Kaxaoi 20-oif CEpHH, HIN NI OAHOM CepUHU B rol, B 3aBUCHMOCTH OT TOI'0, 4TO

HACTYNIUT paHbllle.

API name / HaumenoBaunue ADPC:

Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN/ MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu nponssoautesisi A®C:

ABRHO007412, ABRH007646, ABRH007647, ABRH0O08105

FP Manufacturer API Batch number /
Howmep cepuu cyGcTAHIIHA NPOH3BOAUTEIA
TJI1®:

FERA00458, FERA00478, FERA00487, FERA00559

API Manufactured by & country /
IIpousBoautens ADC, crpana:

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

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

HaumeHnoBaHue, agpec, JHIEH3HS I
IIpousBoacTBenHas niomanka / Ilnomanka
KoHTpoJia xadecTBa / Ilnomaaka Beimycka

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

I-p Pennn’c Jlaboparopuc JIta., Manus, Ilponssoacteennoe
noapasaeneHue-6, Bumn. Kxons, Hanarapx Poyn, banau, uctpukr
Conan, X.I1., 173205, Ununus (nuuensus Homep MNB/05/263)

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: ITpogykt cooTBeTcTBYET TpeboBanusam HJL 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosieno: Santosh Kumar IIposepeHo: Pardeep Kumar | Ono6peno: Menemxkep f Pykosomurens
Maurya Abhishek Chauhan |

- e A
Reprint Date / Reprint Date / Reprint Date / !
Jara: 30.03.2025 Jara: 30.03.2025 Jara: 30.03.2025

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

@e
DI". Reddy,s q.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS .1 9516¢ 560010

CEPTUOUKAT AHAJIM3A www.drreddys.com

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

Ipoaykr: Keropoa® Dxcnpecc (keTopoaak) TabaeTkn, IHcieprapyevsie B noiocrn pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne § V2500498 O6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002867800 Date of Analysis / . 30.03.2025
AHanuTHYeCKHH oTueT Ne JdaTta ananusa
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Jara npousBoAcTBa I'open no
Mifg. License No. / ) o
IlpousBoAcTBEHHAS : MNB/05/263 DlAvnumbe i) s (OO0 (Pl

Homep PY RU)

JuneHzus Ne
Analysis performed according ND: / Anaaus nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 9 of 9/Crp. 9 u3 9
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/I04eHHe 0 c00TBeTcTBHH: «HHacTOAIMM g HOATBEPXK/IA0, YTO MPUBE/ICHHAS BhIIIE HHPOPMAITHs SABIAETCS
JIOCTOBEPHOM M TOYHOH. DTa cepHs NPOAYKIMH IPOH3BEAeHA (BKIIOYAs yNaKOBKY (MapKHpPOBKY) M KOHTPOJIb
KauecTBa) Ha BHIIIEYKA3aHHOW TNPOU3BOACTBEHHON IUIOIAAKE (IUIOIAAKaX) B IIOJHOM COOTBETCTBHU C
Tpe6osanusaMu [IpaBuil Hajexaweil MpOU3BOACTBEHHOM NPAaKTHKH EBpasuiickoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpebOBaHUIME KOHTPOJISL KAYeCTBa JICKaPCTBEHHBIX CPEJICTB,
a TAaKKe B COOTBETCTBHH CO CHCIUPHUKANUIMU, COAEPKAIMUMHUCA B PETMCTPAllHOHHOM J0ChE CTPaHBI-UMIIOPTEPA.
3anucy 1o NpOM3BOJCTBY, YIAKOBKE M aHAH3Y IPOBEPEHbL,  YCTAHOBIEHO MX COOTBETCTBHE Tpebosanusm [Ipasui
HazTeXXalieid Ipou3BOICTBEHHOHN NNPaKTHKH EBpasuicKoro 3KOHOMHYECKOTO COXO3a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI 3axawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarortosneno: Santosh Kumar ITposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoautens
Maurya %f — |f - Abhishek Chauhan / : f‘
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.03.2025 Jara: 30.03.2025 Jara: 30.03.2025

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