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CERTIFICATE OF ANALYSIS

i, Raddy's Laboratories Lid.
Farmiviation Unit-6

VI, ¥hol, Nalagarh Road, Badd),

Dislr, S

CEPTUO®UKAT AHAJIHU3A

WO CTTEOGYS.Com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Ketopoa® Ixcnpecc (keToposak) TabaeTikH, JucneprapyemMble B M0J10CTH pra, 10 mr B N

Market / Poinok :Russia / Poccust

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne # V2500553 O6bem cepHH " 3600000 Tab

Analytical Report No / . 040002885305 Date of Analysis / . 18.04.2025

AHaguTHYeCKHI oTueT No JlaTa anau3a

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

Jara npou3BoacTBa Togen oo

Mfg. License No. / . .

IIpon3BoacTBeHHAS : MNB/05/263 S nwber y S DCRURaF I
Homep PY RU)

JuueH3HA Ne

Analysis performed according ND: / Ananns nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Pagel1of9/Crp.1 n39

No 5 ;

No Test / IlokazaTenn Results / PesyabTaThl 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. / Kpyrunbie
side. / Kpyrnble miockne nmnockue Tabnetkd ¢ ackoil, cBemIo-
TabNeTKH ¢ hackoi, CBETIO- XKEJNTOro IBeTa ¢ IpaBUPOBKOH «I» Ha
JKEJITOTO 1IBeTa ¢ rPaBUPOBKOI 0ZIHO# CTOpOHE.
«l» Ha OHOH CTOpPOHE.

2 Identification / UnenTudpukauus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-criekTps! NOIJOLIEHNA
HCTIBITYEMOTO PacTBOpa M pacTBoOpa
cTanjapTHOro  ofpasla  KeToponaka
TPOMETaMHHA JOJIXKHBI HUMeTh
MaKCUMYMBI NIPH OJHOW U TOW e IJIUHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykr cooTeeTcTBYET TpeboBaHusam HJ| 3akmwouenne: OJOBPEHO
Prepared by / ;| Checked by / Approved by: Manager/Executive /
[Noaroroerneno: Pravesh Rana ITposepeno: Rama Kant Onobpeno: Menemxep / Pykosoaurens

£ 8‘4 UJ\ Amit Kumar A L

=~ = =

Reprint Date / Reprint Date / v Reprint Date / '
Hara: 18.04.2025 Hara: 18.04.2025 Hara: 18.04.2025

Registered Office: 8-2-337, Rond Mo. 3, Baniar Hills, Hyderabad - 500034, Telangana, India
Tel: =91 40 4900 2900, Foc +21 40 3800 2999, Email: mail@drreddys com

CIN: L85195/4P1984PLCO0OA507
wwdrreddys.com
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Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Vill. Kiol, Matagarh Road, Baddi,

p, 175 205, INDIA

CEPTUPUKAT AHAJIU3A

120 ATl dO A0S TOUU TV

vl arredadys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Dkcnpecce (keTopoaak) Tab/ieTKH, XHCNEPIHpyeMbie B M0J0CTH pTa, 10 Mr

Market / Prinok

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne i V2500533 O6bem cepuu " 3600000 Tab

Analytical Repovrt No/ - 040002885305 Date of Analysis / . 18.04.2025

AHajguTH4ecKHi oTyeT Ne JaTta ananauza - _

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

JlaTa npoH3BoACTBA TI'onen o - _

Mfg. License No. / ] .

IIpon3eoacTBeHHast : MNB/05/263 MA number: / : JII-Ne(004669)-(PT -
Homep PY RU)

Jaunenszus Ne

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

Page 2 of 9/ Crp. 2 u3 9

No
No

Test / [Toka3zaTennb

Results / PesynbTaTh!

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 yaepkuBaHus
OCHOBHOFO IIMKa HA XpOMaToTpaMMe
HCILITYEMOTO pacTtBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHUA
OCHOBHOIO TMNHKa Ha XpoOMaTorpaMMe
pacTBOpa CTaHAAPTHOTO obpasua
KETOpoJiiaka  TpoMeTamMuHa  (pazjen
«KonuecTBEHHOE OTpElEIICHUEY).

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoxykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noarorosneno: Pravesh Rana | IIpoeepeno: Rama Kant Omobpeno: Menemxkep / PykoBonurenb
Amit Kumar -
pu” N —
Reprint Date / Reprint Date/ | Reprint Date/ |
Jara: 18.04.2025 Jata: 18.04.2025 Jlarta: 18.04.2025

Resisterad Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, lelangana, inctin
Tel: +01 40 4803 2900, Fax: +31 30 1600 2899, Ernail: mail@drreddys.com

CIN: L85195AP1934PLCO04507
www. drreddys.com




Dr.Reddy’s fo"

D¢ Reddy's Laboratories Ltd,
Tarmuiation Unit-G
sach Road, Baddi,

2173 205, INDIA

Vil Khat, Me

Distt. Solan, .

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixcnpecc (keTopoiak) TabieTKH, AMCHeprapyemble B 10J0CTH pTa, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne 2 Pl Obbem cepun " 3600000 tab

Analytical Repog‘t No/ - 040002885305 Date of Analysis / . 18.04.2025

AHanuTHyecKuii oTuer Ne JlaTa anajm3a

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

JaTa npoH3BOACTBA I'open go

Mfg. License No./ . .

IIpou3BoacTBEeHHAsS : MNB/05/263 MO number: / y TEee(GURS0TERES
Homep PY RU)

Jauuensus Ne

Analysis performed according ND: / Ananus nposenen mo HJL: JITI-Na(004669)-(PI'-RU)-190224

Page3 of 9/Cip.3 u3 9

i.oo Test / [TokazaTesn Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CoOoTBETCTBYET The retention times of 2-
Bymuneuoporxcuanuson 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). / Bpewmena
yHOEepKUBaHUL ITHKOB
2-6yTHATHAPOKCHAHH30IA u
3-6y TUNrUApOKCHAaHU30I1a Ha
XpOMATOrpaMMe HCIBITYEMOIO pacTBopa
JIOJDKHBI  COOTBETCTBOBATh ~ BpEMEHaM
yIepKUBAHUS ITHKOB
2-6yTUITHAPOKCHAHH30J1a U
3-6yTHITHAPOKCHAHH30JIA Ha

XpoMaTtorpamme pacTBopa CTaHAApTHOIO
o6pasua GyTunruapokcHanu3ona (pasaen
«CopepxxaHue
OYTUNTHAPOKCUAHH3O0TIAN).

Remarks : The Product conforms to ND/

[Mpumeyanue: [Ipoaykr coorBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by / s | Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh Rana | | [posepeHo: Rama Kant Ono6peno: Menemxkep / Pykosonutenb
' ’@ M Amit Kumar L.
Reprint Date / Reprint Date/ Reprint Date / '
Hara: 18.04.2025 Hara: 18.04.2025 Hara: 18.04.2025
Registered Office: §-2-337, Road io, 3, Banjara Hills, Hyderabad - 5UCUs4, 1elangand, I

Tel: +91 40 1900 2900, Fax

CIN: L85195AP1984PLLO04507
www.drreddys.com

11 40 4200 2999, Email: mail@drreddys.com




..
Dr.Reddy’s ‘;‘

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

Vill. Khol, Nalagarh Road, Baddi,
Gistt. Solan, 4.7, 173 205, [NOIA

CERTIFICATE OF ANALYSIS A

CEPTUO®UKAT AHAJIM3A

2L T L TOa00 JUuU UL

wweedrreddys.com

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

Ipoaykt: Keropon® Dkenpecc (keToposak) Tabi1eTKH, AHCIIeprHpyeMble B OJI0CTH pTa, 10 mMr

Market / Peinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne £ V2500533 O0bem cepuu " 3600000 Tab

Analytical Repo:‘t No/ . 040002885305 Date of Analysis / . 18.04.2025

Ananurudyeckuii oryer No JaTa anannsa

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

JlaTa npou3BoACTBa T'ogen go

Mfg. License No. / ] o

IpounssojacTBeHHAs : MNB/05/263 BA, numbex: ¢ B Lo g L
Homep PY RU)

JHIeH3us1 Ne

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

Page40f9/Cip. 4 w39

ioo Test / Iloka3aTenn Results / PesyabTaTh! Specification / Hopma
3 Average weight / Cpennsin 68.9 mg / 68.9 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca 3 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 %;
OaHOPOIHOCTH MaCEhl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oonee =+ 10 %;
2/20 Tabnetok — He 6oiee + 20 %.
4 Disintegration time / 00 min 21 sec / 00 muH 21 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocrtsb
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. CisH13NO3C4H 1 NO3 (ketorolac
Unit-2 / Ta6n-2 100 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 99 % 75 % Q CisHi3NO3+C4H11NO3
. (keTopoJiaka TpOMETaMUH) Yepe3 15 MuH.
Unit-4 / Tabn-4 103 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 101 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akarwuenune: OJOBPEHO

Prepared by /
Ioarorosneno: Pravesh Rana

{

Checked by /
[Tpoeepeno: Rama Kant

ot

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonuresb
Amit Kumar '

s

Reprint Date /
Jara: 18.04.2025

Reprint Date / I
Hara: 18.04.2025

Reprint Date /
Jara: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - SUUU34, elangana, Inaid
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaik: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

D, Reddy's Laboratories Ltd.
Formulation Unit-6
Vil khol, palagarh Poad, Baadi,

Distt, Solan, 173 205, INDIA

CEPTUPUKAT AHAJIM3A

i~
;'rdu‘\;,f\),

H ] B e B Lo

WL rred cys.colm

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Keroposn® Dxcnpecc (keroposak) TabaeTKH, JHCNIEPrHpYeMble B NOJIOCTH pTa, 10 Mr

Market / Prinox

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne g VoD O6bem cepun " 3600000 Tab
Analytical Repourt No / . 040002885305 Date of Analysis / . 18.04.2025
AHanmuTHYeCKHHA oTueT No Jlara ananu3za
Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027
JaTa npoussoacTBA T'onen mo |
Mfg. License No. /

- MA number: / . JIII-Ne(004669)-(PT -
IIpouseoacTBenHan : MNB/05/263 Howmep PY ' RU)

JHueH3sus Ne

Analysis performed according ND: / Anann3 nposenen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

PageS5of9/Crp.5u3 9

i.:) Test / [lokasaTennb Results / PesyabTaTnl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 pm sieve is formed. / Obpasyetcs
ONHOpPORHAs CYCNEH3MA, IIPOXOAALIast
CKBO3b CHTO C pa3MepoM OTBEpPCTUii
710 MKM.
7 Impurities / Ilpumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6oxaee 0,5 %o;
ketorolac: / / Huxe npenena
1-ruapokcuananor KOJIMYECTBEHHOTO OIpeAeneHus
KeTopoJiaka (TTIKO = 0.0032 %)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / "He 6onee 0,8 %;
1-KeToaHaIOr KETOpOJiaKa
unidentified impurity / 0.02% not more than 0.5 %; / ve 6onee 0,5 %;
eqUHUYHas )
HeUIeHTHHUIMPOBAaHHASL
NpUMECh
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
cyMMa npumecei
8 Water content / 21 % Not more than 7.0 %. /
CoaepaxkaHne BOAbI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr cooreeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Prepared by /
IToarorosmneno: Pravesh Rana Z

Checked by /
Tlporepeno: Rama Kant

b

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBOL{HTeHL

Amit Kumar /\/ /

Reprint Date /
Hara: 18.04.2025

Reprint Date /=
Jara: 18.04.2025

Reprint Date /
Jlata: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Ban jara Hilis, Hyderabad - 500034, telangana, Indla
Tel: +61 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

Di. Reddy's Laboratories Ltd,
Formulaticn Unit-6
Vili. Khol, Nalagarh Road, Baddi,

Diste. Solan, H.5, 173 205, iDIA

CEPTUDPUKAT AHAJIMU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykt: Ketopon® Jxcnpecc (keToposak) TaG/1eTKH, JHCIePrHpYeMble B MOJI0CTH pra, 10 Mr

Market / Poiok :Russia / Poccust

Batch No/ . Batch Quantity / 3600000 tab /

Cepus Ne Ay O0neM cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002885305 Date of Analysis / . 18.04.2025

AHanuTHYecKHil oTyer No JaTta aHau3a |

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

JlaTa npon3BoacTBa B T'open g0 -

Mfg. License No. / ] o

IIpousBoacTBeHHAS : MNB/05/263 PASHUN LY g S UAG65) (BT
Homep PY RU)

JIHIeH3HsA No

Analysis performed according ND: / Ananaus nposeges no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

i.oo Test / [TokasaTenns Results / PesyapTathbl Specification / Hopma
9 Residual solvents / OcTaTounble OpraHM4ecKue pacTBOPUTENH
Isopropyl alcohol / 05 pg/tab/ Not more than 350 pg/tab. /
HzonponaHon 05 Mkr B TabneTke He 6onee 350 Mkr B TabneTke.
10 Microbiological purity*/ Mukpo6uoJsiornyeckas 4yucToTa*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / o6niee yucio NA He 6onee 10° KOE/T;
a3pOoOHBIX MHKPO-
OpraH13MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / obiiiee 4uco NA He Gonee 10> KOE/T;
IPOXOKEBBIX U TUIECHEBBIX
rpudoB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 I.
11 Uniformity of dosage units / 5.1 Acceptance value (4V) not more than
OnHopoAHOCTH 15.0 Toka3artens npueMneMoctu (AV)
JO3UPOBAHHBIX €AMHHL nomxeH ObITh He O6onee 15,0.

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT cooTBeTcTRYET TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Prepared by /
IToaroroeneno: Pravesh Rana Vi

{

Checked by /
IMporepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Meuemxep / PykoBonutens
L

Amit Kumar

Reprint Date /
Hara: 18.04.2025

Al
Reprint Date / T

Jara: 18.04.2025

Reprint Date / I
Iara: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, lelangana, 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

Dir. Reddy's Laboratories Lid,

CEPTUPUKAT AHAJIM3A

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

Ipoaykr: Ketopoa® Jxcnpecce (keroposak) TaG1eTKH, ANCNEprHpyeMble B 0J0CTH pra, 10 Mr

Market / Pornok

:Russia / Poccus

Batch No / y Batch Quantity / - 3600000 tab /

Cepusa Ne VR O6Bem cepuu " 3600000 Tab

Analytical Repo:‘t No/ . 040002885305 Date of Analysis / . 18.04.2025

AHanuTHYecKHi oTueT Ne JlaTa anananza

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

Jara npou3BojcTBa T'onen 1o -

Mfg. License No. / . .

IIpoussoacTBeHHAS : MNB/05/263 MA number: / : JILI-Ne(004669)~(PT -
Homep PY RU)

Junen3usi Ne

Analysis performed according ND: / Anaimu3s npoeeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 70f9/Crp. 73 9

No

Test / Iloxa3aTenn
Ne

Results / PesynbTaThl

Specification / Hopma

12 Assay / KoninuecTBeHHOE
onpeaesieHue

9.9mg/99 mr
(99.3 %)

From 90mg to 11.0 mg of
C15H13NO3<C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 1o
11,0 MT C15H13NO3'C4H1 1NO3
(xetoponaka TpomeTamuH) (oT 90,0 no
110,0 % OT 3asABIEHHOTO KOJIIMYECTBa) B
TabneTke.

13 Butylhydroxyanisole
content / CoxepmxaHue
OyTHJIrHAPOKCHAHH30J1a

0.0942 mg/tab /
0.0942 mr 8 Tabnerke

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

14 | Package description /
Onucanye ynakoBKH

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
Gnucrepe w3z (IMA/AJI/TID ¢
BaaronornotuteneM/I19BIT)
donsru // (I13/AJ]) donsru. Ilo
2 fnuctepa BMECTE C JHCTKOM-
BKJIa/bIIIIEM 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. / ITo 10 TabneTok B
6nucrepe u3 (TTIA/AJI/TID c
prnaronornoTutenem/TI3BIT) donsru //
(I12/AJ]) doneru. Ilo 1 wunu 2 Gnucrepa
BMECTE C JNMCTKOM-BKJIaAbIIEM B IMauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoayxt coorBercTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akawuyenne: OJJOBPEHO

Prepared by / p
IMoarorosneHo: Pravesh Rana /

{

b4

Checked by /
ITposepeno: Rama Kant

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pyxoach-lTenb

Q Amit Kumar | e

o

Reprint Date /
Jlata: 18.04.2025

Reprint Date/ |
Jara: 18.04.2025

Reprint Date /
MHara: 18.04.2025

Reaistered Office: 8-2-337, Road No. 2, Banjuia Hills, Hyderabad - 500U, teiangana, mdin
Tol: +91 40 1500 2900, Fax: #6140 4800 2999, Emait: mzil@drreddys.com

CIN: L85195AP1954PLCO04507
www.drreddys com




qo- Dr. Reddy's Laboratories Ltd.
! °® Formulation Unit-6
Dr‘ Reddy S “. Vill. Khol, felagarh Road, Baddi,

M AT T
=) - +891 95165 o6001-VL

CEPTU®UKAT AHAJIN3A _
wws.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Ketopon® Jxcnpece (KeTopo/ak) TabaeTKH, INCIeprupyemMbpie B 10JI0CTH PTa, 10 mr -
Market / Prinok :Russia / Poccus
Batch No / i Batch Quantity / 3600000 tab /
Cepus Ne : V2500533 O0nem cepuH " 3600000 Tab
Analytical Repovrt No/ . 040002885305 Date of Analysis / . 18.04.2025
AHagHTHYeCKHH oTdyeT No JlaTa anaH3a o
Date of Manufacture / £ 03/2025 Date of Expiry / . 02/2027
Jara nmponssojacTea T'open oo _
Mfg. License No. / . .
IIpon3BoJcTBEHHAS : MNB/05/263 RO mmBerE g SIE(HAGET)-(HI=

Homep PY RU)
JuneHzust Ne
Analysis performed according ND: / Anaius npoBeaen no HJL: JITI-Ne(004669)-(PI'-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 BbINYyCKe JEKAPCTBEHHOr0 MpenapaTa KOHTPOJIb KauecTBa 10 nokasaTe 1o «Mukpoouosornieckas
YHCTOTa» MPOBOAUTCS AJISA Kaxaoi 20-0if cepHH, WJIN IS OAHOI cePHM B Iofl, B 3aBUCHMOCTH OT TOI'0, 4TO
HACTYNHT paHbllie.

| API name / HanmenoBanne ADC: Ketorolac tromethamine / Keroponaka TpoMeTaMHH
INN / MHH: Ketorolac / Keroponax - B
I_API manufacturer batch number / ABREO008106
Howmep cepun npoussoautens APC:
FP Manufacturer API Batch number /
Howmep cepuu cyOcTAHINHH NPOH3BOAUTENA FERA00613
IJ1d:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hpoussoantesnr APC, crpana: H-p Penau'c Jlaboparopuc Jita., Unnus
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) /
HanMeHoBaHHe, afpec, JHUEH3HA s JI-p Penaw’c Jlabopatopuc JIta., Unaus, [lpoussoncteeHHoe
IIpoussoacreenHas niaomanka / Ilnomaaka noapasaenenue-6, Buwii. Kxons, Hanarapx Poyn, bapnu, Jluctpukr
KOHTpoJIsA kadecTsa / [lnomaaka Beimycka Conan, X.I1., 173205, Unaus (nuuensus Homep MNB/05/263)

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykT cooTBETCTBYET TpebGosanusam HT Zakmwouenne: OJfJOBPEHO
Prepared by / * | Checked by / Approved by: Manager/Executive /
Ionrororneno: Pravesh Rana ITporepeno: Rama Kant Onobpeno: Menemxep / PyKOB%ElI‘lTeHb

X Amit Kumar e 2

Dluﬂ  dalliond

Reprint Date / Reprint Date/ | Reprint Date / '
Hara: 18.04.2025 Hara: 18.04.2025 JHara: 18.04.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ o
’ °® Formulation Unit-6
Dr' Reddy S ‘-. Vili. Khol, Nalagarh Road, Badd,

Distt. Solan, H.F., 173 205, [INDIA

CERTIFICATE OF ANALYSIS _ . . .. -
CEPTHOUKAT AHAJIA3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Ixcnpece (keToposak) TabueTky, Ancneprupyemsie B MOJOCTH Pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne VRIS O0neM cepHH " 3600000 Tab
Analytical Report No/ . 040002885305 Date of Analysis / . 18.04.2025
AHATHTHYECKHH oTUeT Ne JaTa anann3za
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Jlata npou3BOICTBA T'ogen no
Mfg. License No. / ] .
Ipon3eoacTeeHnas : MNB/05/263 S LAy nuberg ¢ (004650 ~ER=
Homep PY RU)
JUneH3Hst Ne
| Analysis performed according ND: / Anains nposegen no HJI: JII-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».

3aKiII0YeHHe 0 COOTBeTcTBHH: «HacToAmuM s IOATBEP)KAAL0, YTO IIpUBEICHHAs BHIIEC HHGOPMAIKA ABISETCS
IOCTOBEpPHOH M TOYHOM. DTa cepHs MPOLYKIMM HPOM3BeAeHa (BKIIOYAs YNAKOBKY (MapKUPOBKY) U KOHTPOJIb
KAuecTBa) HA BHIIIEYKA3aHHOM IPOM3BOJCTBEHHON IIIomajke (IJIOMIafKaX) B IIOJHOM COOTBEICTBHH C
Tpe6GoBanMAMY [IpaBiiT Hamexaledl IPOM3BOJACTBEHHON MPaKTHKH EBpasmifickoro sKoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa0ps 2022) u Tpe6oBaHUAME KOHTPOJI Ka4eCTBa JICKApCTBCHHBIX CPE/ICTB,
a TaK)Xe B COOTBETCTBHMH CO CIEHHPHUKAIMSIMEA, COACPKAUMHUCA B PETHCTPAITHOHHOM OChE CTPAaHBI-UMIIOPTEPA.
3amKCH 110 IPOU3BOJICTBY, YIAKOBKE M aHA/IM3Y IPOBEPEHbI, ¥ YCTAHOBIECHO HX COOTBETCTBHE TpeGoBaHMsM [ IpaBii
HaJIeXaIe# Mpon3BOACTBEHHOHN NPaKTUKK EBpasuiickoro 5KOHOMHYECKOTO COK03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [Ipoaykt cooTBeTcTBYeT Tpeboanuam HJT 3axmouenne: OJOBPEHO
Prepared by / \ Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana [/ [Mposepeno: Rama Kant Onobpeno: Menemkep / Pykosoauress

W Amit Kumar \ _ _’_L,--

Y, AL

Reprint Date / Reprint Date/ | Reprint Date/
Jara: 18.04.2025 Harta: 18.04.2025 JHara: 18.04.2025
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