Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJTH3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel ; +91 98166 56001-02

www.drreddys.com

‘Product : Ketorol Express (ketd_rol;c)_(_)r:ﬁly_DTsintegrating Tablets 10 mg

Mpoaykr: Keropoa® Sxenpece (ketopo.iax) TabneTin, Ancnepripyensie B N0.10CTH pra, 10 mr

| Market / PoiHOK :Russia/Pocews
Batch No / . Batch Quantity / 3600000 tab /
Cepun Ne - V2300830 Obbem cepnn " 3600000 Tab
. Analytical Report No / . 040002931808 Date of Analysis / . 13.05.2025
| AnanurnueckHii oTuer No i JlaTa anaan3a - ] .
Date of Manufacture / . 04/2025 Date of Expiry / - 0372027
Jara npon3BoAcTBA I'ogen no
Mfg. License No. /
Hpou3ssogcTBeHHan : MNB/05/263 1 LT (el LR OO6E9)(ELS

Jnnen3ns Ne

| Homep PY

" RU)

| Analysis performed according ND:

/ Anau3 npoBexen mo HJ1: JITI-Ne( 004669)-(PT-RU)-190224

~ Pagelof9/Crp.1u39

tablets with "|" debossed on one
side, / Kpyrasle nnockue
TadsieTRHU ¢ packoit, ceeTno-
HKEeNTOro ([BETA C FPaBUPOBKOIi

| «l» Ha ogHOM cTOpOHE.
|

l}f | Test / [NokazaTens Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyribie
nnockMe TabneTkn ¢ <ackoi, cBetno-
KENTOTO LBETAa C IPaBUPOBKOH «I» Ha
04HOHU CTOPOHE.

2 Identification / l/ln:HTmpuKaulm

Ketorolac / Kemoponax

Complies / CooTBeTCTRYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnexkTpbl NOTIOLIEHUS

MCMLITYEMOr0 pacTBOpa M pacTsopa
craHpapTHoro  ofpasua  KeToposaka
TpOMETaMUHa JOSKHBI WMETb

MaKCUMyMbI npi 0aHO# H TOil ke AnnHe
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Ipumeuanue: IIpoaykT coorsetcTByeT Tpeboanusm HJI

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IMToaroroenexo: Ramakant

Gt

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemwxep / Pykosogutens
Amit Kumar

}/\k j;;\_'j.f.

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jarta: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tul, w8110 ARON 7900, T 171 40 4000 7020, Email mail@drraddys ram

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

IProdua : Ketorol E;presé_(ketorolac) Orally Disintegrating Tablets 10 mg
Mpomyxr: Keropoa® Jxenpecc (ketoponak) rabieriy, mncneprupyeveie s nosocrn pya, 10mr

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

CEPTH®HKAT AHAJTH3A

www.drreddys.com

| Market / Peinok :Russia / Poccus

| Batch No / _ Batch Quantity / 3600000 tab / -~
Cepus Ne y V2200450 O6bem cepHH " 3600000 Tab
Analytical Repo:'t No / . 040002931808 Date of Analysis / . 13.05.2025
AnajuTHyeckuii oTyer No Jara anannsa
Dgte of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npon3BoacTsa T'opeu no
Mfg. License No. /
IIpouseoacrBenHas : MNB/05/263 MA number:/ : ML L) Rl

Homep PY RU)

aunenzusa Ne | -

" Analysis performed according ND: / Anaaus nponeien no HJ[: JITI-Ne(004669)-(PT-RU)-190224

No
Ne

Test / lloka3aTens ‘ Results / PesyabTaTthl

Page2 of 9/Crp. 2139

Specitication / Hopma

‘ Complies / CooTseTCTBYET

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). / Bpemst yaepKHBaHHA
OCHOBHOIO MHKa Ha XpOMAaTOrpaMme |
HCAbITYEMOTO pacTaopa IOJKHO
COOTBETCTBOBATL BPEMEHH YIEPAHBAHHSA
OCHOBHOIO KA Ha XpoMaTorpamme
pacrtsopa CTaHIapTHOro obpasua
KeToponaka  TpomeTamMuHa  (pasgen
«KonmnuecTBEHHOC ONIPCACTEHIIED).

Remarks: The Product conforms to ND/
Ipumeuanue: TIpoayKT COOTBETCTBYET TpeboBanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /

Toarorosneno: Ramakant

Checked by /
IMposepeto: Pardeep Kumar

Qe L

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens
Amit Kumar b

f}\‘:—" il

Reprint Date /

Hara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 1000 2000, Faxs +91 10 4900 2998, Fmail- mail@drreddys rnm
CIN: L85195AP1984PLCO04507 :

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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

'Product : Ketorol Express (ketorola;) Orally Disintegrating Tablets 10 mg
'Hp_ullg!_cifce'ropm” Sxenpece (keropogak) TabaeTkn, AHCHEprEpyeMbie B noJjiocty pra, 10 mr .

f Market / Poinog :Russia / Poccus
| Batch No / . Batch Quantity / 3600000 tab /
Cepns Ne - V2200890 O6Bbem cepun " 3600000 Tab
e L. . 040002931808 Date of Amalysis /. 15 555025
AnannTHvyeckHii oryer No JlaTta aHa/IH32
ll:ate of Manufacture / . 04/2025 Date of Expiry / . 03/2027
a4Ta NPOH3BOACTBA I'ogen 10
Mifg. License No. /
| [IponzBoacTBEHHAs : MNB/05/263 | ZIA nm;)‘l;,er'/ . JRII-I})_NQ(OM(’@)-(PF'
| auneH3us Ne ___| e il

gr Analysis performed according ND: / Anasins npogeaen no HJL: JITI-Ne(004669)-(PT-RU)-190224 'y ] :J

Page3of 9/Crp.3 13 9

N |
.N:: Test / TlokazaTenab Results / PeaynbtaTsl Specification / Hopma
Butvthydroxyanisole / Complies / CooTeeTcTRYET The retention times of 2-
Bymuraudpokcuanizon 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
yOaepXUBaHUA NHKOB
2-Gy THACHAPOKCHANH30M2 n
3-0yTUNrHAPOKCHAHN301a Ha
XpoMaTorpamMMe HCMbITYEMOrO PacTBopd
MOJIKHBI  COOTBETCTBOBATL BpEMEHAM

THKOB

yAEpHAKHBAHNUA
2-0yTHArHAPOKCHAHHU30NA M
3-0yTWIrHAPOKCHAHH30M13. Ha
XpOoMaTorpaMMe pacTBopa CTaHAAPTHOrO
ofpazua SyTHATMAPOKCHaHK30NA (pasaen
«Copepxanue
OYTHATHOPOKCHAHH3OAN).

Remarks: The Product conforms to ND/

[Ipumeuanue: [TpoOAYKT COOTBETCTBYET TpeboBaHHIM HO

3aka

Conclusion: APPROVED /

ouenne: OJNOBPEHO

Prepared by /
[Toarotornexno: Ramakant

B

Checked by /
IMposepeno: Pardeep Kumar

Amit

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoantesnb

Kumar )

—

PR

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Reprint Date / !
Ilarta: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
161 UL WU UMY AUV, Russ 4@ 10 RN 7999, Tianil nwdl@dree ddvagam

CIN: L85195AP1984PLC004507
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 Tal - 491 98166 56001-02

CEPTUOHKAT AHAJIH3A

www.drreddys.com

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

Tpoayxr: Ketopoa® Dkenpece (ketoposiak) Tabnersu, AHCHEprHpyeMbIe B N0J0CTH T4, 10 mr P |

| Market / Poinok :Russia / Poccus A
| Batch No/ c Batch Quantity / _ 3600000 tab /
Cepna N2 - V2500850 O0bem cepui " 3600000 Tab
Analytical Repourt No/ . 040002931808 Date of Analysis / . 13.05.2025
AnasuTmyeckHii oruer Ne Jata anajnu3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BOACTBA Topen a0 e
Mfg. License No. / i
MA number: / . JITI-Ne(004669)-(PT"-
| Ipon3BOACTBEHHAN : MNB/05/263 1 Howmep PY * RU)

annensus Ne

| Analysis performed according ND: / Anasns nposeaen no HJL: J!JT—N‘Q({)04669]-(PF-—IU.I)—1_90224

]

~ Pagedof9/Crp.4u3 9

| :.:) Test / INokasaTen Results / PesyabTarsi Specification / Hopma
3 Average weight / Cpeannst 68.8 mg / 68.8 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %T/I 1
Macca . Ot 67,2 mr 1o 72,8 mr (70,0 mr + 4,0 %).
Complies / CootBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOPOOHOCTB MACChL 2/20 tablets - not more than + 20 %. /
18/20 Tabnetoxk — He Oomee =+ 10 %:;
| 2/20 TabaeTok — He Honee + 20 %.
4 Disinﬁg?at_ion time/ 00 min 20 sec / 00 muu 20 cex Not more than 3 min. / He 6onee 3 MuH.
PacnagaemocTs
I.
| : __
5 Dissolution / PacrBopenue Unit-1/ Ta6n-1 98 % Not less than 75% (Q) of
o Ci5sH13NO3°C4H | (NO3 (ketorolac
Qi T 20 tromethamine) in 15 min. / He menece
Unit-3 / Ta6n-3 99 % 75 % Q CisHi3NOs*CsH NO;3
. (xeToponaka TPOMETAMHH) Yepe3 15 MUH.
Unit-4 / Tatn-4 102 %
Unit-5 / Tadn-5 96%
Unit-6 / Tabn-6 99%
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

[pumeuanue: [Tpoaykt coorsercTByeT TpeboBanuam HIL

Zaknwuenne: OJOBPEHO

Prepared by /
[ToaroTtoeneHo: Ramakant

Ad

Checked by /
[Mposepeno: Pardeep Kumar

=l —

—

Approved by: Manager/Executive /
Onobpero: Meneixep / lz-ylcoaonmenb
Amit Kumar W

il

£

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Iara: 15.05.2025

Reprint Date /
Jara; 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: mdil@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
D R dd ) ‘.... Formulation Unit-6
| Vill, Khol, Nalagarh Road, Baddi,
r. e y s .. : . Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ==
|Mpoaykr: Kevopoa® Jxenpece (Keropo/1ak) 1a6aeTky, Aucnepriupyemble B H0J0CTH pra,10mr ._!
| Market / Poinok :Russia / Pocens See— o Con O SR
| Batch No / : : Batch Quantity / ~ 3600000 tab /
Cepus Ne LR Oo0bem cepun © 3600000 Tab
Analytical Repo‘f‘t No/ - 040002931808 Date of Analysis / © 13.05.2025
AHanHTHYecKHH OTeT Ne Mara anajusa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npon3BoiacTea I"ogen mo 5
Mfg. License No. / ] o :
IMpou3soacTBeHHan : MNB/05/263 WL IOl : (AR A
' Homep PY RU)
| Anuen3us Ne Lot o]

| Analysis performed according ND: / Auasus nposesen no HJI: JITT-Ne(004669)-(PT-RU)-190224 ]
i Page 50f9/ Crp.5nm3 9

— S = —— :
| I\Nf Test / INokazaTennb Results / PesynsTaThl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / OdpasyeTcs
OIHOPOJHAA CYCMEH3UA, NpoXoasuwas
CKBO3b CHMTO C Pa3MEpOM OTBEPCTHIl
710 MKM.
i -
7 Impurities / Ipunecn |
1-hydroxy analog of | Below 1.OQ (LOQ =0.032%) /| not more than 0.5 %; / ne Gonee 0,5 %;
ketorolac: / Huxe npeacna KONWMECTBEHHOIO
l-rnopokcnananor onpeaenerus (ITKO = 0.032 %)
KeTopoJiaka
| 1-keto analog of ketorolac / 0.03% not more than 0.8 %; / ve 6onee 0.8 %:
1-keToananor xeToponaka
unidentified impurity / 0.02% not more than 0.5 %; / ue 6onee 0,5 %;
eAHHHYHAsA
HeuaeHTH(hHLIPOBAHHAA
pUMech
total impurities / 0.0484% not more than 1.0 %. / e onee 1,0 %.
CyMMa npuMecei
8 Water content / 2.4 % Not more than 7.0 %./
Conepxanue Boabl He dosee 7,0 %.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykT cooTeeTcTBYET Tpebobanam HJI 3axawuenne: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotoenexo: Ramakant'r [posepeHo: Pardeep Kumar | Ono6peno: Menemxep /. Pykosoautens
(i : Amit Kumar .
Rl of— N
Reprint Date / ‘ Reprint Date / Reprint Date /
Jara: 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
Tel: +91 40 4900 2900, Fax: +31 40 4900 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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 _ " 01'00, o' 0100

CEPTUDUKAT AHAJTH3A

www.drieddys.coim

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[Tipoayxr: Keropoa® Dxenpece (KeToposnak) TabieTkH, AHCHeprupyemsie B H0J0CTH pra, 10mr

'I Market / Poisok :Russia / Poccust
Batch No / . Batch Quantity / . 3600000 tab /
Cepun Ne ey O0bem cepuu ' 3600000 Tab
l : - .
| Analytical Repo:’t No / . 040002931808 Date of Analysis / . 13.05.2025
_ AHanuTHYecKuii oTueT No JlaTa anangusa
| Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
| Hara npon3iBoAcTBA Tosmen no
| Mfg. License No./ ] TN P
| IIponsBoacTBeHHAN : MNB/05/263 | MA number: / : JIH-Ne(004669)-(PT"
Homep PY RU)
| nnuenzua N

| Analysis performed according ND: / Ananau3s nposejen no

HUI: JITI-Ne(004669)-(PT-RU)-190224 |

Page 60f9/Crp. 6 u3 9

T T
o Test / [loxazaTenb |
Ne :

Results / Pe3yasTaThl

Specification / Hopna

9 Residual solvents / OcTaTouHbIe OpraHHY€ecKUe PaCTBOPHTETH

Isopropy! alcohol /
HzonponaHon

3 pp/tab/
3 MKr B TaOJETKE

10 | Mic rnbiu!ogiE al purity®/ Mu KpTJE HOJIOrHYecKas UNCTOTA™

Not more than 350 pg/tab. I
He donee 350 MKr B TaGIETKE.

Total Aerobic Microbial

| not more than 10* CFU/g; /

OagnopoanocTh
A03HPOBAHHLIX €AHHHI

Count / obiee uucao NA He Gonee 10° KOE/r;
a3pobHbIX MHKpO-
OpraH13MoB
Total Combined Yeast and not more than 10~ CEU/g; /
mold count / o61uee uHcno NA | He Gonee 10° KOE/T;
APOXCGKEBBIX H NNECHEBBIX
rpu6oB
Escherichia Coli NA ~ shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 | Unifur mity of dusuge usils / 4.5 Acieplaine valuc (41) not mute thau

15.0 Tlokasatenn npuemnemoctv (AF)
A0mKeH ObiTh He dosee 15,0.

Remarks: The Product conforms to ND/
ITpumeuanue: [IpooyKT cOOTBETCTBYET TpeGosannam HJI

Conclusion: APPROVED /
3akmouenne: OOBPEHO

Prepared by / Checked by /
[Togrortosneno: Ramakant

Iposepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
Opobpeno: Menemxep / PyxoBoouresnb

Amit Kumar j\v‘ //L:,

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Jlara: 15.05.2025

Reprint Daté /
Jara: 15.05.2025

Registered Office: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India -
|81 +91 40 4900 3800, Pas. +91 40 4900 2099, Cmaili mail@drraddys com
CIN: L85195AP1984PLC0O04507
www.drreddys.com

2]
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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
Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

|Product : Ketorol Express (ketorolac) Orally_DTsirfte_grating Tablets 10 mg
Hponyxr: Keropon® Dxenpece (keropoak) TabaeTu, AHCHeprupyeyMbie B nosocty pra, 10 mr

Market / PuiHOK :Russia / Poccus _ =
Batch No / . Batch Quantity / . 3600000 tab /
Cepus No R O6m1em ceprn " 3600000 T26

| Analytical Repourt No/ . 040002931808 Date of Analysis / . 13.05.2025
AgannTudeckui oruer Ne Nara anannia

. Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BoAcTBA Togen mo
Mfg. License No. / i o
IIpon3BoacTReHHas : MNB/05/263 LALA BT DLy ; L SR

Homep PY RU)
| tHuen3ns Ne .

| Analysis performed according ND: / Asajinz npoBenex o I-f,lI:—Jrﬁ:.ﬂ'e_(_(]_dﬁgﬁéj-(Pl_"-lfU)—l90224

~ Page70f9/Crp. 7u3 9

foil. 2 blisters with patient
information leaflet in a carton
pack. / [lo 10 Tabnetok B
Gnucrepe w3 ([TA/AJI/IID ¢
snaronornorutenemM/[12BIT)
donsra // (I19/AJ1) donsru. Ilo
2 Ganctepa BMECTE C JIMCTROM-
BKJTaJIBILUEM . B nauky
KapTOHHYO.

| |

z.? Test / [loxazaTesb Results / PesynsTathl [ Specification / Hopma

12 | Assay/KognuecTBeHHOE 10.0 mg / 10.0 mr From 90mg to 11.0 mg of
onpegeseHne (100.3 %) CsHj3NO3+C4H | INO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
| 11,0mr Ci5sH13NO;3CyH | INO;
| (xeroponaka Ttpomeramun) (ot 90,0 no
110,0 % oT 3asBNCHHOTO KOMHYECTBA) B
TabneTke.

13 | Butylhydroxyanisole 0.0938 mg/tab / Not less than 0,042 mg/tab. / |
content / ConepxaHue 0.0938 mr B Tabnerke He menee 0,042 Mr B rabneTke.
OYTHArHAPOKCHAHN30/12

14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnHeaHHe yNaKoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet

in a carton pack. / [To 10 TabneTok B
onucrepe n3 (TTA/AJTITTD c
gnaronoriortutenem/I13BIT) donsru //
(TI3/AJT) ponsru. To 1 uau 2 6nucTepa
BMECTE C JINCTKOM-BKJIalbitleM B MAuKy |
KapTOHHY!O.

Remarks: The Product conforms to ND/

[Tpumeuanue: ITpoaykT cooTseTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
Zaxmodenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
[Mposepeno: Pardeep Kumar

P Amit
g =

Approved by: Manager/Executive /
Qnobpeno: Menemxkep / Pykosoaurens

Kumar

fopd
Reprint Date / '

Jara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Reprint Date/ ¥ '
Jara:

15.05.2025

Registeredl Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tall *P1 40 ARAN 29N, Fav: +91 4N 49NN 2999, Fmail: mail@drreddys.com

CiN: L85195AP1984PLC004507
www.drreddys.com




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

e
Dr. Reddy’s Q;. vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS . ..,91 98166 56001-02
CEPTUPHUKAT AHAJIM3A  ,ww.drreddys.com

'P;biuct : Ketorol Express (ketorolac) Orally Disinteg;'a_ting_Tablets 10 mg

ITpoaykr: Keropoa® Dxenpece (keTOpO.12K) TA0IETKH, IHCNEPrupyembie B N0JI0CTH pTa, 10 mr e

J Market / Prinok :Russia / Poccus '
Batch No / . Batch Quantity / 3600000 tab /
Cepnsn Ne 1V2500890 Oobnem cepnn " 3600000 Tab
Analytical Repourt No/ . 040002931808 Date of Analysis / . 13.05.2025
AnanuTrueckuit oTuet Ne JiaTa aHanan3za
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jarta npou3BoACTBA T'ogen xo =]
Mfg. License No. / '

MA number: / JITI-Ne(004669)-(PT"- |

IIpon3eoacTBeHHAR - MNB/05/263 ! Howmep PY RU) |

| annensus Ne ~_
| Analysis performed according ND: / Ananus nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 83 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 BBIMYCKe JIEKAPCTBEHHOro NPENapaTa KOHTPO/b Ka4ecTsa no nokasatesio «Mukpobuonornieckas
YHCTOTA» NPOBOAMTCHA 2R Kaxio# 20-0if cepun, niy Ans 0AHONA cepHR B roj, B 3aBUCHMOCTH OT TOI0, YTO
HACTYNHUT paHbLIeE.

| API name / Hanmenosanne AQC: R Ketorolac tromethamine / Ketoponaka TpoMeTaMmiuH B
| INN / MHH: j Ketorolac / Ketoposak g
API manufacturer batch number / | ; ABRH009746
Homep cepun n1poH3BOIAHTEISA ADC: |
FP Manufacturer API Batch number / ]
Homep cepun cy6cTaHDHA NPOHIBOAMTEIH FESA00033
IJIP: - -
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hpoussoantenb APC, crpana: O-p Pepau'c JIaboparopuc Jita., Huaus -
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) 1732035, India (license No
site / MNB/05/263) /
HauMeHnoBaHHe, aapec, THINEH3HSA 118 J-p Penau’c Jlaboparopuc JIta., Unaus, [poussoacTeeHHoe
HpoussoacTeennan naomaaxa / [lnomanka nonpasaenenue-6, Buan. Kxons, Hanarapx Poyn, banam, Juctpukr
KoHTpoasn kadecrsa / Ilnomaska spimycka Conan, X.I1., 173205, Uuaus (nnuensus Homep 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 /

I[Tpumeuanue: [ponyxt cooreeTcTBYeT TpebosaHusm HJI 3axaouenue: OJOBPEHO

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

[MoarororieHo: Ramakant‘\\ [posepeno: Pardeep Kumar | Ono6pero: Menemxep / Pykosonurens
' - ; Amit Kumar s

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.05.2025 Jara: 15.05.2025 Jlara: 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 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

e
Dr' Reddy,s ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : 191 98166 56001-02

CEPTUOUKAT AHATTU3A .\ drreddys.com

Pr(;qu:-KetorIE;p;‘ess (ketorolac) Orally Disinteg_rmn-g Tablets 10 mg -
Tposyxr: Keropoa® Ixenpece (kevopoax) TabneTky, aucneprupyempre B nogocrn pra, 10mr
|Market/Pesnok  :Russia/ Poccus |
Batch No/ , Batch Quantity / 3600000 tab /
Cepun Na BEEE Ob6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002931808 Date of Analysis / . 13.05.2025
AHannTiyeckHii oTyer No Hdara aHaan3a
| Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
| laTa npousBoacTBa : I'ogex no |
| Mfg, License No. /
| B . -No - -
| IIpon3BoACTBEHHAR : MNB/05/263 Ma number./ . JLIENe(00:669)- (R
| Homep PY RU)
JHIen3nst Ne . _ |

| Analysis performed according ND / Ananus nposeaen no HIT; JII-Ne(004669)-(PT-RU)- 190224 1
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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 establishedy.

3aKaI04eHHe 0 COOTBeTCTBHH: «HacTosImUM s NOATBEPXKAAI0, YTO NpHBeJEHHas BEINE MHGOPMALIMA SBIIETCS
IOCTOBEPHOW W TOYHOH. DTa Cepus MPOAYKIMHM NPOM3BEAeHa (BKIIOHUAs YIAKOBKY (MapKMpOBKY) U KOHTDOJIb
KauecTB4a) Ha BhINIEYKa3aHHON MPOM3BOACTBEHHOHM Iomanke (MIOmAfKaXx) B IOJHOM COOTBETCTBHH C
Tpe6oBannaMy [IpaBun Hajexkaiieil NPOM3BOACTBEHHOM MpaxkTHKu EBpasmifcKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOOBaHHAMH KOHTPOJIA Ka4ECTBA JIEKAPCTBEHHBIX CPEACTB,
a TaK)Xe B COOTBETCTBHH CO CNIEUUGHKAIIMAME, COAEPKAIIUMHUCSA B PETHCTPAITMOHHOM JOChE CTPaHBI-UMIIOPTEPA.
3aIMCH 10 MPOU3BOJICTBY, YIIAKOBKE H aHANH3y IIPOBEPEHBL, U YCTAHOBIEHO HX COOTBETCTBHE TpeboBanusaM [IpaBui
Haiexanie Mpou3BOACTBEHHOHR NpakTHKY EBpasuicKOro 3KOHOMHUIECKOT0 COK03a».

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

[TpriMeuanne: ITpoaykT cooTBeTCTBYeET TpeboBanusam HJ{ 3axmouenne: OJOBPEHO

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

[Moarotoeneno: Ramakant IIposepeno: Pardeep Kumar | Onobpeno: MeHemxkep / Pykosonurens
1~ / Amit Kumar —

Reprint Date / ' Reprint Date / Reprint Date/ '

Hara: 15.05.2025 Hara: 15.05.2025 Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tul 31 404900 7900, Taxe 1771 40 4900 2209, Fmaill mail@drraddve.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




