Dr.Reddy’s ":’

CERTI

Dr. Reddy's Laboratories Ltd.

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

CEPTHOHUKAT AHAJTA3A

Tel ; +91 98166 56001-02

www.drreddys.cam

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkr: Keropon® Jxcnpece (keroposak) tabserku, IHCHEpripyesmbic B noJjocTH pra, 10 Mr

=

| Market / Peinok :Russia / Poccus _ i
Batch No / ] Batch Quantity / _ 3600000 tab / "
Cepus Ne o O6mnem cepiil " 3600000 Tab
Analytical Repourt No/ . 040002935050 Date of Analysis / . 15.05.2025
ArajluTHaecKHiH oTuer Ne Jara anaanza
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

_J{ara npon3BoACTEa Togen a0
Mfg, License No. /

Ilpon3BoaCTBEHHAN : MNB/05/263 MA pumber: / - JITI-Na(004669)~(PT-
Homep PY RU)
JiHpen3ua Ne

_Analysis perforad according ND: / Anaans nposenen mo HJI: JITT-Ne(004669)-(PT-RU)-190224

_ Pagelof9/Cip.1m39

| N .
| .N‘:) Test / Iloxa3zaTenp Results / PesynbTaTh! Specification / Hopma
1 Description / Onncanune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "'|" debossed on one side. / Kpyrisie
side. / Kpyrusle mmockue miockne TablneTkH ¢ ¢ackoil, CBETIO-
Tabnetky ¢ dackoil, cBeTIIO- EATOTO LBETa C IPaBUpOBKOH «l» Ha
XKEJITOTO L[BETa C TPaBUPOBKOH OIHO# CTOpOHE.
«/» Ha OJHOI CTOpOHE.
2 Identification / MneaTHdukaunn i

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / V®-cnekTphbl IOTIOLIECHHA
HCILITYEMOT0  pacTBopa M pacTBopa
cTaHiapTHoro ofpasua  KeTOponaka
TpOMETaMHUHa JDOJIKHBI HMETh
MaKCHMYMBI MpH OJHOM M TOH Xe ILINHe
BOJIHBL (+ 2 HM).

Remarks: The Product conforms to ND/

Ipumeuanwe: IIponykt cooTBeTCTBYET Tpebopanuam HJT

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Hara: 15.05.2025

Jara: 15.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
TToarorosnexo: Ramakant Ipoeepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBomutent
Amit Kumar N
@“{"; c:::f——': [N
Reprint Date / Reprint Date / Reprint Date / )

Ilara: 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: L85195AP1984PLC004507

www.drraddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

Tel ; 491 98166 56001-02
www.drredilys.com

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

Ipoaykr: Keropoa® Ixcnpece (keTopoaak) Tabiierks, AacnepriupyeMoie B NOJOCTH pTa, 10 mr -

Market / Poinox :Russia / Poccus -
Batch No / . Batch Quantity / _ 3600000 tab /
Cepus Ne A O6bem cepHH " 3600000 Tab |
Analytical Repovrt No/ . 040002935050 Date of Analysis / - 15.05.2025
AHanuTnuecknit oryer Ne Jara aHaau3a

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

JlaTa npon3BoacTBAa ) T'onen oo

Mfg. License No. /

ITpousBoacreenHas : MNB/05/263 :I/IA nmlr)l;er. 1 : JRHI-NQ(004669)-(PF—
annenzas Ne omep v

Analysis performed according ND: / Ananus i1 pOBEEH MO HJL: JUT-Ne(004669)-(PT-RU)-190224

No |

Ne Test / [TokazaTenn

Results / PeaysibTaTs!

Page20of 9/Crp.2 w3 9
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). / Bpemst ynepHBaHHA
OCHOBHOrO TIHKa Ha XpoMaTorpamme
KCTIBITYEMOrO pacTBopa LOIDKHO
COOTBETCTBOBATh BPEMEHH YAEPXHMBaHUA
OCHOBHOTO [IMKd Ha XpoMarorpaMme
pacTeopa CTAHA2PTHOTO o6pasna
KeTopojaka  TpoMeTamMMHa  (paszen
«KoJruecTBeHHOE ONpefeNIEHHen).

Remarks: The Product conforms to ND/

[Mpumeyanse: [ponyxr coorsercrayeT Tpebopanusm HJ

Conclusion: APPROVED /
3arnouenne: OJOBPEHO

Prepared by /
IoaroTosneHo: Ramakant

Checked by /
[Mposepeno: Pardeep Kumar

N i

Approved by: Manager/Executive /
Onobpeno: Meremxep / PykoBonuresb
Amit Kumar =
i
L=

Reprint Date /

Jata: 15.05.2025

Reprint Date /
Jara; 15.05.2025

Reprint Date /
Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, india
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

S | .
( - Formulation Unit-6
Dr.Red dy S ‘ _o. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS D'Stf- Sgolla"’ Hés;,slg;ozlog,zmom
CEPTU®HKAT AHAJIM3A ~ [®:+919% -

www.drreddys com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: }{_gronon“ Dkempece (KeTopoiak) TabaeTEN, AHCHEPINPYEMbIE B HOJOCTH pia, 10 Mr el = o

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /
Cepna Ne PN Ob6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002935050 Date of Analysis / . 15.05.2025
AHajiaTHYeCKHH 0TYeT N Jata anajn3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jdata npoH3BojACTBA ml | T'open po

Mfz. License No. / i Y
IlpousBoacTBEHHAN : MNB/05/263 WALAL DT 1213 : JIL-Ne(004669)-(PT-

Homep PY RU)

auuendun No

Analysis performed according ND: / AHanu3 npoBefen mo HJI: JIT-Ne(004669)-(PT-RU)-190224

Page3of9/Crp. 3 u3 9

2.:’ Test / [ToxaszaTens Results / PesyabTaTb! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
bymunzudpoxcuarnuzon 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
yAEpKUBaHUA MHKOB
2-6yTHATNAPOKCHAHH301a H
3-GyTHUNTHAPOKCHAHHK301a Ha
XpoMaTorpamMMe HCIIBITYEMOro pacTBOpa
JODKHEL COOTBRETCTBOBaTh BPEMEHaM
yIepXKHBaHKA [IHKOB
2-6yTHArNIpOKCHAHN30T1a 4]
3-6yTMArdAPOKCHAHK30NA Ha
XpOMATOrpamMMe PacTBOpa CTaHJapTHOI'O
obpasna 6yTuArHIpoKcHaHU3oNa (pasaen
«Copepxanue
hyTHITUTPAKGHAHARNRAN ),

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

Tlpumedanye: IIpoyKT COOTBETCTBYET tpeboranuam HJI aiarouenne: OJOBPEHO

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

Hourvivssienu. Raakait [posepens: Pardeep Kumur | OuuGpunu: Muiesiep / PyrosommTe

: Amit Kumar . .
Qe . e
Reprint Date / Reprint Date / Reprint Date / )
Ilata: 15.05.2025 Mara: 15.05.2025 Tara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telarnigana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
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
- e e wwwiudrreddyscom
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keroposiak) TabneTks, AHCHeprupyemsie B NONOCTH pra, 10 mr B,
Market / PuiHok :Russia / Poccus
Batch No / ] Batch Quantity / 3600000 tab /
Cepus Ne g Lo O6nem cepun ' 3600000 Tab
Analytical Report No / . 040002935050 Date of Analysis / . 15.05.2025
AHanuTHYecKH#i oTyeT No Jara aHaiH3a
Eate of Manufacture / . 04/2025 Date of Expiry / - 03/2027
| JlaTa NpoH3BOACTBA i | Topenpo _
Mfg. License No. /
IpoussoacTBenHAas : MNB/05/263 i e IOV UL 60 : JITI-Ne(004669)-(PT-
Homep PY RU)
JHien3ast Ne — - :
Analysis performed according ND: / Ananns nposejen mo H/L: JITT-Ne(004669)-(PT-RU)-190224

Paged4 of 9/ Crp. 43 9
— 8 wiell N ¢ =L L —
I}? Test / TlokasaTenn Results / Pe3yabTarsbl ' Specification / Hopma |
3 Average weight / Cpennas 69.1 mg/69.1 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Or 67,2 mr no 72,8 mr (70,0 Mr = 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OaHOPOAHOCTE MACCHI 2/20 tablets - not more than + 20 %. /
{ 18/20 Tabnetox — He Gonee = 10 %,;
2/20 Tabnetok — He Gonee = 20 %.
4 Disintegration time / 00 min 23 sec / 00 MuH 23 cex Not more than 3 min. / He 6onee 3 MHH,
PacnapaemocTb
5 | Dissolution / PacTBopenue Unit-1/ Ta6n-1 93 % Not less than 75% (Q) of
- C15H;3NO3+C4H | 1 NO; (ketorolac
Unit-2 / Tabn-2 99 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 99 % 75 % «Q C/sH13NO3*C4sH 1 NO3
. (xeToposiaka TPOMETAMHH) Yepes 15 MuH.
Unit-4 / Ta6n-4 99 %
Unit-5 / Taba-5 95%
Unit-6 / Tuli1-6 98%
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIpofyKT cOOTBETCTBYET TpeboBaHIsIM HIO 3axawdenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneno: Rumalcant Tpobeporno: Pardeep Kumar | Onobpero: Meremiep / Pywornmumeans
f g S
&{C}d_ _ ' Amit Kumar [\ e
s Qﬁ——’—r f 5
Reprint Date / Reprint Date / Reprint Date / '
Jara: 15.05.2025 Jlara: 15.05.2025 JHara: 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 2999, Email: mail @drreddys.com
CIN: L85195AP1984PLC004507
www.drraddys.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

CEPTHOPHKAT AHAJIM3A

Tel : +91 98166 56001-02
\_/vww.drredd, 5O

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponyxr: Keropoa® Dkcnpece (keroposak) rafaersu, aucneprupyestbie B N0J0CTH pya, 10 mr -

Market / Prinok _:Russia / Poceus il i

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne A O61em cepunt " 3600000 Tab
Analytical Report No / . 040002935050 Date of Analysis / . 15.05.2025
AHaInTAYEeCKHE oTUeT Ne JlaTa aHaJIH32

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

JdaTa npou3BOACTBA . Togen 50 |
Mfg. License No. / . . :
Ilpon3BoscTBeRAAs : MNB/05/263 WL LT PR : JIII-Ne(004669)-(PT-

Homep PY RU)
aaiensus Ne

Analysis performed according ND: / Anann3 nposeies no HIL: JM-Ne(004669)-(PT-RU)-190224

T

PageSof9/Crp.Su3 9

JAucnepcHocTh

7 Impurities / [Ipumecu

I;,:) Test / IlokazaTens Results / Pe3yasTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / O6pasyercs
OHOPOHAA CYCTIEH3Ws, MPOXQHSALEL
CKBO3b CHTO C PpasMEPOM OTBEPCTHIH
710 MKM.

1-hydroxy analog of
ketorolac: /
l-ruppokcHananor
KeToponaka

1-keto analog of ketorolac /
1-KeToaHaJIor KeTopoiaKa

unidentified impurity /

e qMHUYHASA
HeMIEeHTHHUIHPOBAHHaA
DpUMECH

Below LOQ (LOQ =0.032%) /
Hmxke npenena KONMYECTBEHHOrO
ompenenenus (IKO = 0.032 %)

0.02%

0.02%

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

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

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

total impurities /
CyMMa npuMecei

0.0419%

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

8 Water content /
CopeprxaHie BOABI

23%

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

Remarks: The Product conforms to ND/
ITpumeyanne: TIpOAYKT COOTBETCTBYET tpeGopanmuam HI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /
Tlogrotonneno: Ramakant Ilponepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Meunekep / PyKoRosiHTENE

Amit Kumar gl ® -
e

Reprint Date /

Hata: 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: 491 40 4900 2900, Fax: +31 4C 4900 2999, Email: 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

CEPTHOHEAT AHAJIM3A

Tel : +91 98166 56001-02

www.drredayvs.com

Product : Ketorol Express (ketoroiac) Orally Disintegrating Tablets 10 mg
\Hpoayxr: Keropoa™ Fxenpece (KeTopo.ax) TableTkH, AHCHCPTIPYEMbIE B NOIOCTH PIa, 10mr

Market / Poisok :Russia / Poccust 'y - c N
Batch No / " Batch Quantity / ~ 3600000 tab /
Cepusa Ne d Vel O6bem cepii " 3600000 T2b
Analytical Repog’t No/ . 040002935050 Date of Analysis / . 15.05.2025
AHanHTHIECKHI 0TYeT Ne MAara ananusa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npon3BoACTRA C 0 Tonen a0 |
Mfg. License No. /

y MA number: /  JITI-Ne(004669)-(PT -
IIpouzsoacTBeHHAd : MNB/05/263 Homep PY D)

aunening Ne

Analysis performed according ND: / Ananns nposeaen no HJL: JIT1-Ne(004669)-(PT-RU)-190224

Page 6of 9/Crp. 6 m3 9

I;:) Test / [lokxa3aTens Results / PesynbTaThl Specification / Hopma
9 Residual solvents / OcTaTo4Hbie OpraHH4ecKHe pacTBOPUTENH
Isopropyl alcohol / 3 ug/tab/ Not more than 350 pg/tab. /
H3onponanon 3 Mxr B Tabnertke He 6onee 350 Mxr B TabneTKe.

10 | Microbiological pl;rity*/ MukpoGHosiornueckas uncTOTa*

" not more than 10° CFU/g; /

OnHopoaHOCTL
AO3HPOBAHHBIX EAHHMI

Total Aerobic Microbial
Count / o611iee 4HCI0 NA ue 6onee 10? KOE/T;
29p06HBIX MHKPO-
OpraHu3MoB
Total Combined Yeast and pot more than 10° CFU/g; /
mold count / o6niee uncno NA ge Gonee 10?2 KOE/T;
APOMOKEBBIX H [UTECHEBBIX
rpnboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 | Uniformity of dosage units / 4.6 Acceptance value (4¥) not more than

15.0 TlokasaTens npHemiaeMocTi (4V)
nomxeH 6b1Th He Gomee 15,0,

Remarks: The Product conforms to ND/
pumeuanne: [Tpogykr cooTBeTcTBYeT TpeboBanusim HI

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by /
IMoarotosneno: Ramakant

=L

IMposepero: Pardeep Kumar

Approved by: Manager/Executive /

Ono6pcHo: Menemxep / Pykosoguresns

Amit K -
umar Nt

Bufp
Reprint Date /

Hara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

L]

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: +31 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
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

CEPTHO®HKAT AHAJIN3A

Tel : +91 58166 56001-02
www.drreddys.con

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
E[‘PMMQ}&?PEE‘_‘{F__(KCT“P“_-"'“F) TAGAETEN, NHCNCPIrHpyEMbIe B OJOCTH P, 10 mr s

Market / Ppinok _ :Russia / Poccus — N, e
Batch No / b . Batch Quantity / 3600000 tab /
Cepnna Ne 3 R E) O6BeM cepun " 3600000 Tab
Analytical Repoft No/ . 040002935050 Date of Analysis / . 15.05.2025
AHaauTnuecknii oTyer No | AarTa anaausa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTa npou3BojacTaa | Yomempmo
Mfg. License No. /
IIpouszBoacTBeHHAR : MNB/05/263 MA pumber: / : JII-Ne(004669)-(PT-
. Homep PY RU)
annensng Ne _ =)

Analysis performed according ND: / Anann3 nposeaen mo HJL: JI[I-M(M%GD}-{PF»Iﬁl)-l90224

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / ITo 10 TabneTox B
6rucrepe u3 (ITA/AJVTID ¢
snaronoraorirenem/[12BIT)
¢oneru // (II3/AJT) ¢onbru. Ilo
2 GRHCTCPA DMCCTC O JIHOTIROM
BKJIAZbINIEM B Hauky
KapTOHHYIO.

g Page 70f9/Crp. 7139
i‘: Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
12 | Assay/ KosnuecTReHHOE 10.1 mg/ 10.1 mMr From 90mg to 11.0 mg of
onpeJesieHHe (100.6 %) C15H13NO3°C4H(NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr oo
11,0 Mr Ci1sHi3NO3*C4H11NO;3
(keToponaka Tpomeramud) (ot 90,0 nmo
110,0 % OT 3aABJIEHHOTO KOJIMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0936 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxxanme 0.0936 Mr B Tabnetke He menee 0,042 mr B TabneTke.
OYTHJIrHAPOKCHAHH30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne yNakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / INo 10 TabreTok B
6nucTepe u3 (ITA/AJIVIIS c
snaronoriotnrenem/IIDBIT)  ponbru //
(T15/AJT) donera. ITo 1 wim 2 Gnauctepa
BMECTE C JMCTKOM-BIKIA[BIIIEM B MAyKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

[Tpumeuanse: TIponykr coorsercTryer Tpedosanman HIT

Conclusion: APPROVED /
Baxmouenne: OJOBPEHO

Prepared by /
Tourorosieno: Ramakant

B

Checked by /
Mposepero: Purdeep Kumar

Approved by: Manager/Executive /
Opo6pcHo: Mciiemuep / Pykoronurens

Amit Kumar L
JII\ —

)

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jata: 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 2900, Fax: +31 40 4500 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

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

: . Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 5600102

CEPTHOUKAT AHAJMI3A 00 o o

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

Mponykr: Keropoa® Jxcmpece (keropoaak) Tabaerku, Ancueprupyeseie B noaoers pra, 10 mr N
Market / Puisok :Russia / Poccus

Batch No / ; Batch Quantity / 3600000 tab /

Cepnsa Ne VR O0nbem cepHn " 3600000 Tab i
Analytical Report No / - 040002935050 Date of Analysis / - 15.05.2025
Axanuruyeckuii oryer No Iara anannsa

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

Jlara npoH3BOACTBA = |Tonenmgo

Mfg. License No. / 5 o
ITpou3BoACTBEHHAN : MNB/05/263 MA number: / : ADIES LRI (HE

Howmep PY RU)
JTHIeH3HsE Ne .
Analysis performed according ND: / Ananus nposeaen no HJT: JI-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Crp. 8 m3 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.
* TIpM BBINYCKE JIEKAPCTBEHHOrO NPENapaTa KOHTPOJIb Ka4ecTBa Mo NoKa3aTeto «Muxpobuosiornueckan

YHCTOTA» MPOBOAUTCA IUIS KAxa0# 20-0if cepum, MM AJ1A OJHO# CepHH B rojl, B 3aBHCHMOCTH OT TOrO, YTO
HACTYIHT panblle.

API name / HaumenoBaune APC: Ketorolac tromethamine / Ketoponaka TpoMeTaMuH
INN / MHH: - e Sl i Ketorolac / Keroponak
API manufacturer batch number / ABRH009503
Homep cepun npousBoantens APC:
FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHA NPOH3BOJHTENSA FESA00034
'J1d: i
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Mponzeoaurens A®C, crpana: I-p Penmu'c JlaGoparopuc JITA., Muans
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 (FHP) 173205, India (license No
site / ' MNB/05/263) /
HanMeHOBaHHe, aJpec, JTHIEH3IHS JJIA H-p Penawn’c Jlaboparopuc Jlta., Hnans, [IponsBoncTeeHHOE
IIpou3BoACTBEHHANA MJIOMIAKA / Ilnomaaxa nozapasaenenue-6, Bumwn. Kxons, Hanarapx Poyx, Bannou, JUCTPHKT
KOHTpoJA KadecrBa / Ilnomagka BeImycka Conan, X.I1., 173205, Unaus (nuuensus nomep 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 /

Tpumeuanue: [IpoxykT coorBeTcTBYeT Tpebosanmam HIE 3axmouenne: OJOBPEHO

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

TMuptuiosnedy, Rapuakaul Mpusepeny: Tardeep Kumar | OnoGporo! Menomiop { PyKopomiTeis
@‘L @ Amit Kumar . (e

- T, =
Reprint Date / Reprint Date/ Reprint Date / J
Iara: 15.05.2025 Hara: 15.05.2025 Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +G1 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

&
Dr‘ Reddy,s Q_... vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS ~ Distt Solan 1.2 175 2, Ll
CEPTHOHKAT AHAJIM3A ¢ +91 9816656001

: www.drreddys.con
Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ‘
TIponykr: Keropoa® Dsenpece (keropoaak) rabaerkn, aucnepripycsibie B 10JOCTH pra, 10 mr -]
Market / PoiHOK :Russia / Poccus i O W
Batch No / 5 Batch Quantity / _ 3600000 tab /
Cepusn Ne : e O6Bem cepHH * 3600000 Tab
Analytical Repourt No/ . 040002935050 Date of Analysis / . 15.05.2025
AnanuTagecknit oryer No Jata anaansa ]
1_)ate of Manufact_ure / . 04/2025 Date of Expiry / . 03/2027
Jlara npou3BojicTBa Topen oo
Mfg. License No. / . o
IIpowseogcTBEHHAS : MNB/05/263 MA number: / 3 JIII-Ne(004669)-(PT -
Homep PY RU)
auuen3nsn Ne -
Analysis performed according ND: / Anaan3 nposejes no HJ1: JII-Ne(004669)-(PT-RU)-190224

Page 9 of 9/ Ctp. 9 3 9
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».

3AKTIOMEHHE O COOTBETCTBHM: «HACTOAMMM 5 MOATBEPIK/IAIO, YTO NPHBENEHHASA BhIIE HHPOPMAIIHS ABIIAETCS
[OCTOBEPHON M TOHHOH. ITA cepwus WPOMYKIMA TIPOA3REACHA (BK/EOUAS YIAKOBKY (MapKHpOBKY) M KOHTPOIbL
Kdauculsa) HA BBIICYRA3NINIOH IIPOHODOACTDONION IIIOINOIKe (mIomagkax) B IOTHOM FONTRETATRUA €
TpeGoBanuamK IlpaBun HaJUIeXalei MPOM3BOACTBEHHON MPAKTHKH EBpasHACKOro SKOHOMHYECKOTO COKO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) 1 TpeGOBaHUAME KOHTPOJII KaJeCTBa JICKapCTBCHHBIX CPEICTB,
a4 TAKKE B COOTBETCTBHH CO CIIEIH(HKAIIMAMH, COAEPKAMMUMHUCA B PETUCTPAITHOHHOM HOCHE CTPAHBI-HMIIOPTEPA.
3aIIECH TI0 IPOU3BOJCTBY, yIaKOBKE H AHAJIK3Y IIPOBEPEHBI, H YCTAHOBJIEHO UX COOTBETCTBHE tpeboBanuam I IpaBui
HajuTeXxaneif IpoU3BOACTBEHHON IIPAKTHKH EBpasuiCKOro 3KOHOMHYECKOTO CO03a».

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

Tpumeuanue: Mpoaykr cootaercrayet Tpebosarmam HJL 3akarouenne: OJJOBPEHO

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

Honrorosnexo: Ramakant Iposepeno: Pardeep Kumar | Ono6peHo: Meuenxep / P)’KOBOHI!TEIE-
@Au/@; QI:--: _ Amit Kumar "'\rﬂ’y;, ;

Reprint Date / ' Reprint Date / Reprint Date / i

Mara: 15.05.2025 Hara: 15.05.2025 Jlata: 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




