Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDiA

CEPTU®UKAT AHAJIM3A

|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 I_ng
Ipoaykr: Keropon® Dxcnpece (keTopoaak) Tab/ieTKH, AHcneprapyeMble B 0J10¢TH pra, 10 mr

Tl - 101 OR1E648 55001-07
QDL JOLCT SoU LUl

www.drraddys.com

Market / Poinok - :Russia / Poccus
Batch No / ] Batch Quantity / 3600000 tab /
Cepus Ne o Ob6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002984514 Date of Analysis / . 30.06.2025
AHATHTHYeCKHH oT4eT Ne B Jarta aHannza
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
Jlara npousBoacTea | T'onen 10
Mfg. License No. / ) 2
IpouszBoacTBeHHAs : MNB/05/263 MA number: / : JIT-No(004669)-(P1 -
Homep PY RU)
JinLeH3us Ne

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

Pagelof 9/Crp.1u39

No | | ; .
o Test / [Toka3zaTennb Results / PesyabTaThi 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. / Kpyrisie
side. / Kpyrnele miockue miockue Tabnetku ¢ (dackoi, CBeTiIo-
Tabnetku ¢ dackoit, cBeTNO- ’KeJITOro 1BeTa ¢ TPaBUPOBKOH «l» Ha
YKENITOro LBETA C IPABUPOBKOM OJIHO#t CTOpOHE.
«l» Ha 0JiHO CTOpOHE.

2 Identification / UpenTudurauus

Ketorolac / Kemoponak

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-crnekTpbl TOINIOUIEHHA
UCOBITYEMOrO PacTBOpa M  pacTeopa
cTaHgaptHoro  obpasla  KeTopoJaka
TpOMeTaMHHa JIOJAKHBI HUMeTb
MaKCHMYMBL [TPY OJHOH ¥ TOM Xe IUNHe
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: [Tponykr cooTeercTByeT TpeboBanusm HJJ

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
Iloarorosneno: Ramakant

%

Checked by /
ITposepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Amit Kumar A

/¥/ —

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date / v
Hara: 30.06.2025

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: L85195AP1984PLC0O04507

www.drreddys.com

i = |



@
Dr.Reddy’s ‘%

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INCi&A
Tel : +91 98165 56001-02

CEPTUOHUKAT AHAJIM3A

wwwv.drraddys.cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dxenpecc (keTopoJiak) TabIeTKH, AHCIEPrHpyeMble B MOJOCTH pTa, 10 Mr

Market / PoiHoK :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne § V2301297 O6Bem cepun " 3600000 Tab

Analytical Repo“rt No / - 040002984514 Date of Analysis / - 30.06.2025

AHannTHYecKHi oTuer No Jara anaanza

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027

JaTa npon3BOACTBa I'open no

Mfg. License No. / .

IIpoH3BOACTBEHHAN : MNB/05/263 Sis DEh ey £ y S CODAOE0)-EES
Homep PY RU)

Jgunensusa Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page2of 9/Crp.2u39

No

No Test / [Toxkaszarcan

Results / Pe3yabTaThl

Specification / Ilopma

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 ynepXHBaHUA
OCHOBHOTO TMHKa Ha XpoMmaTorpamme
HCIIBITYEMOTO pactsopa JOJKHO
COOTBETCTBOBATH BPEMEHU YAEPKHUBAHHS
OCHOBHOTO NHKa Ha XpoMarorpaMme
pacTBopa CTaHAAPTHOTO obpasua
KeTopojlaka  TpoMeTamMHHa  (pazgen
«KonuiyecTBeHHOE OIMpeeNICHUEY).

Remarks: The £roduct conforms to ND/
IMpumeuanue: Ilponykt coorBerctyet TpeboBanusm HJI

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
INoarorosneno: Ramakant

Qo

Checked by /
ITpoeepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykopoaurens
Amit Kumar \

_/\//

Reprint Date / I

JHara: 30.06.2025

Reprint Date /
Hara: 30.06.2025

Reprint Date / V
Hara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: -+91 40 4900 2999, Email: mail@drreddys.com
CIN: L85185AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@ e
DI". Reddy’s ‘.o. Vill. Khol, Nalagarh Read, Baddi,

Distt. Solan, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS ., . o; o596 56001 07
CEPTUOUKAT AHAIU3A www.arredays.cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropoa® Jkcnpece (keTopoaak) TabaeTKH, AHCIEPrapyeMbie B MO10CTH pTa, 10 mr

Market / Poinok :Russia / Pocenst

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne i V2301297 O06nem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002984514 Date of Analysis / - 30.06.2025

AHagTHTHYecKHH oTueT Ne JlaTa aHaJM3a

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JaTa npousBojacTea TI'ogen no

Mfg. License No. / ) -

IlpoussoacTBennas : MNB/05/263 MA number: / ' JIII-Ne(004669)-(P1 -
Homep PY RU)

Junen3us Ne

Analysis performed according ND: / Auaiuz nposenen mo H/: JII-Ne(004669)-(PI'-RU)-190224

Page3 of 9/Crp.3 139

ioo Test / [lokasaTesb Results / PesynbTaTsl Specitication / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneuopoxcuanuzon 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). / BpemeHna
yIepKUBaHHA MHIKOB
2-6yTUITMAPOKCHAHH30T1a u d
3-0y THIITHIPOKCHAHU301Ia Ha i
XpOMaTorpaMme HCMBITYeMOro pacTBOpa
JNOJDKHBl  COOTBETCTBOBATb  BPEMEHaM
yIepPKUBAHHUS MUKOB
2-0yTUNrUApOKCHAHU30Ma U
3-6yTHITHAPOKCMAHU301a Ha
XpOMaTorpaMMme pacTBopa CTaHIAPTHOIO
o0pasua 6yTHITHIpOKCHaHU30Ia {pa3aen
«Conepxanue
OYTHITHAPOKCHAHU30TIaY).

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

ITpumeuanue: [Iponykr cootBercTBYeT TpeboBanusM HJJ 3axmwuenne: OJOBPEHO

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

IToaroroeneno: Ramakant ITposepeno: Pardeep Kumar | Ono6peno: Menemxkep / ljalxosonmenb

Amit Kumar )
B S N
Reprint Date / \ Reprint Date / Reprint Date/ Y
Hara: 30.06.2025 Jara: 30.06.2025 Jara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderahad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851S85AP1584PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@
Dr. Reddy’s q... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDiA
CERTIFICATE OF ANALYSIS 1./ \0; 05165 56001-0°

CEPTHPUKAT AHAJIU3A www.crreddys.cam

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

ITpoaykr: Keropon® Ixenpece (keTopoaak) TabiieTKH, ARCIEPrEpyeMble B OJ0CTH pTa, 10 mr —_

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne : V201251 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002984514 Date of Analysis / . 30.06.2025

AHanuTHYeCKHH oTyeT Neo JlaTa anaausza

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JlaTa npou3BoacTBA T'open mo

Mfg. License No. / . .

Ilpon3soacTBeHHas : MNB/05/263 MA number: / . JHI-Ne(004669)-(PT-
Homep PY RU)

Jnnen3usa Ne

Analysis performed according ND: / Anaaun3 nposegen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page40f9/Crp. 4u3 9

[
1;.00 Test / IlokasaTens Results / Pe3yabTaTh! Specification / Hopma
] Aver agy weight ! Cpwannn 085 g S 0R.0 072 wy v T2.0 wy (700 wug 1 4.0 0),
macca . Ot 67,2 Mr no 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHopoaHOCTBL Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — uHe OGonee =+ 10 %; i
2/20 Tabnerok — He Gosee + 20 %. Il
4 Disintegration time / 00 min 13 sec / 00 muH 13 cek Not more than 3 min. / He 6osee 3 muH.
Pacnanaemoctsb
5 Dissolution / PacTBopeHne Unit-1/ Ta6n-1 98 % Not less than 75% (Q) of
. Ci5sH;3NO3*C4H [ NO; (ketorolac
Uni2,/ Tacn:0 98 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 98 % 75 % Q CisH13NO3*C4H1NO3
. (xeTopoJyaka TpOMETaMHH) 4epe3 15 MuH.
Unit-4 / Tabn-4 99 %
Unit-5 / Ta6n-5 99 %
Unit-6 / Ta6n-6 100 %
Kemarks: The Product conforms to ND/ Conclusion: APPROVED /
{Ipumeuanue: IIpoaykr cooTBeTcTByeT TpeboBanusm HJJ 3akiawuenne: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Ramakant IIpoeepeno: Pardeep Kumar | Omobpeno: Meuemxep / Pykosonurens
Amit Kumar A
/ — \ <//
Reprint Date / ! Reprint Date / Reprint Date / {
Hara: 30.06.2025 Jata: 30.06.2025 Hara: 30.06.2025

Registered Office: 8-2-337. Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85125AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-o

Will. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDi&
Tel - 401 93155 560071-07

CEPTUPUKAT AHAJTH3A

wwy drraddys.cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jxcnpecce (KeTopoJiak) TabJeTKH, AHCIeprHpyeMble B 0JI0CTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

Batch No / i Batch Quantity / 3600000 tab /

Cepnsa Ne £V2501297 O0nem cepuu * 3600000 Tab

Analytical Repourt No/ - 040002984514 Date of Analysis / . 30.06.2025

ABanuTu4yeckHH oT4eT No Jara ananusa

Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027

JlaTta npon3BoJCTBa TI'ogen oo

Mfg. License No. / . o

IIpousBoacTBenHast . MNB/05/263 i E I : L Gl i
Homep PY RU)

auueH3us Ne

Analysis performed according ND: / Anaau3 nposegen mo HJI: JITII-Ne(004669)-(PI'-RU)-190224

Page 50f9/Crp.5n39

1}3 Test / [lokasaTesnnb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Obpasyercs
OINHOPOAHAs CYCIEH3HA, MNpOXOAALLas
CKBO3b CHTO C Pa3MepoM OTBEPCTHIi
710 MKM.
7 | Impurities / [pumecnu
1-hydroxy analog of not more than 0.5 %; / He 6onee 0,5 %,;
ketorolac: / 0.0037 %
1-ruapoxcuaHanor
KETOopoJaKa
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / e 6onee 0,8 %;
1-keToaHaNoOr KeTopoJiaKa
unidentified impurity / 0.02% not more than 0.5 %; / ve 6onee 0,5 %;
eIMHIYHas e
HEHACHTUPHUMPOBAHHAsR
IpUMECH
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
cyMMa InpuMecei
8 Water content / 2.6 % Not more than 7.0 %. /
CopepskaHue BOAbI He 6onee 7,0 %.

Remarks: The Product conforms to ND/
Hpumeuanue: IIpogykr coorBeTcTBYET TpeGoBaHusiM HJI

Conclusion: APPROVED /
3axmwuenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Boled

Checked by /
ITposepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoaurens
Amit Kumar A\

/\/

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date/ ¥
Hara: 30.06.2025

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

Tel: +51 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Lid.

q.- A :
? @ Fermulation Unit-6
Dr" Reddy s ... Yill. Khol, Nalagarh Read, Baddi,

Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS . o1 ani s senni-00

CEPTUPUKAT AHAJIU3A .\ arradelys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating_ Tablets 10 mg
TIpoaykr: Keropoa® Jkcnpece (keToposiak) TabJeTKH, JHCIIEPrHpyeMbIe B N0J10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne - V2501297 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002984514 Date of Analysis / - 30.06.2025
AH”ajguTuveckuii oTyer Ne Jarta anaaunza
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
JlaTa npoH3BoACTBA I'ogen no
eafsaicenselliory _ MA number: / . JITI-Ne(004669)-(PT -
IIpouszBoacTBeHHAs : MNB/05/263 )
Homep PY RU)
Juuenzusa Ne

“Analysis performed according ND: / Ananus nposenen no H/I: JII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 M3 9
No ’

N Test / TTokazaTtenn Results / PezyabTathi Specification / Hopma
9 Residual solvents / OcTaTo4Hble OpraHM4ecKHe PacCTBOPHTEIH
Isopropyl alcohol / 02 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 02 Mkr B TabneTke He 6onee 350 Mkr B TabneTke.

10 Microbiological purity*/ Muxpo6uosornyeckast Yucrora*

Total Aerobic Microbial NA " not more than 10% CFU/g; /
Count / ob1uee yucno He 6onee 10° KOE/T;
a’pOGHBIX MHKpPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / oB1iee yucno He 6osee 10? KOE/r;
JPOMXOKEBBIX M TUIECHEBBIX
rpudor
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 Uniformity of dosage units / 43 Acceptance value (4V) not more than
OnaHopogHOCTB 15.0 TToka3zatens npuemaeMocty (AV)
A03HPOBAHHBIX €AHHHLL noJokeH ObITh He Honee 15,0.
Remarks: The Product conforms to ND/ Conclusion; APPROVED /
Ilpumeuanue: [Iponykr cooTeeTcTBYET TpeboBanusam HJ| 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Ramakant [Mposepeno: Pardeep Kumar | Onobpeno: MeHemkep / PykoBoauTensb
' Amit Kumar
M@E <= ;LT’,' /\" .\
Reprint Date / ! Reprint Date / Reprint Date / )
Hata: 30.06.2025 Jara: 30.06.2025 Jata: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 46 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘_‘o

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

vill. Khot, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INGiA

CERTIFICATE OF ANALYSIS  —. . g1 95166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintégrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (keTopoJak) TabiieTKH, THCHeprupyemMsle B 0J0CTH pTa, 10 Mr

Market / Ppinok :Russia / Poccus

Batch No / - V2501297 Batch Quantity / : 3600000 tab /

Cepus Ne O6nem cepun 3600000 Tab

Analytical Repovrt No/ - 040002984514 Date of Analysis / . 30.06.2025

AHanHTHYecKHI oTyeT No Jara ananuza

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JaTa npou3BoACTBA T'open no

Mfg. License No. / ) o

IIpou3BoICTBEHHAS : MNB/05/263 SEADImBER ¢ s JHEN(00HG6)=(ETS
Homep PY RU)

Juuenzua Ne

Analysis performed according ND: / Ananus nposeaen no HJ/I: JITI-Ne(004669)-(PT'-RU)-190224

No

Test / IToxaszaTens
No

Page70f9/Crp. Tu3z 9

Results / PesyabTatst

Specification / Hopma

12 Assay / KonnuyecTBeHHOe
onpejesieHHe

9.9mg/9.9 wmr
(98.7 %)

From 9.0mg to 11.0 mg of
Ci15sH;3NO3*C4H 1 1NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr o
11,0 Mr Ci15sH13NO3+C4H | NO3
(keropornaka TpoMeramuH) (ot 90,0 mo
110,0 % oOT 3asBJISHHOTO KOJNHWYECTBA) B
TabneTxe.

13 Butylhydroxyanisole

6yTHHFH}.lp0KCHaHH3OJ13

content / CoagepxaHue

0.0968 mg/tab /
0.0968 mr B TabaeTke

Not less than 0.042 mg/tab. /
He MmeHee 0,042 mr B TabneTke.

14 | Package description /
Onucanne ynmakoBKH

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
loi. 2 bhsiers wilh patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6nucrepe uz (I[MA/AJVIIS ¢
Bharomnoriotrurenem/I15BIT)
¢onsru // (I13/AJ1) donbru. Io
2 6nucTepa BMECTE C JIMCTKOM-
BKJIa/IbIIIEM 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
m a carlon pack. / llo LU Tabnetok B
onucTepe u3 (ITA/AJI/TID c
snaronornotuteneM/II9BIT) doneru //
(IT3/AJ) doneru. Mo 1 unu 2 6aucrepa
BMECTE C JIMCTKOM-BKIAJbIIIEM B IayKy
KapTOHHY!O.

Remarks: The Product conforms to ND/
[lpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
3akmodenne: OJOBPEHO

Prepared by /
IToaroroeneno: Ramakant

Bl

Checked by /
ITposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykoponutens
Amit Kumar \

i

L}

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date / |
JHata: 30.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCC0O4507

www.drreddys.com
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®e
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
Tet - +91 98166 56001-02

CEPTUO®UKAT AHAJTA3A www.drraddys.com

Product : Ketorol Exﬁre_ss (ketorolac) Orally Disint:grziting Tablets 10 mg 1
Ipoaykt: Ketopoa® Dxcnpece (KeTopoaak) Tad/1eTkH, AHCIEPrApYeMbIe B 0JI0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne 5 V2501207 O6nBeM cepun " 3600000 tab

Analytical Repovrt No/ - 040002984514 Date of Analysis / . 30.06.2025
 AHAMTHYECKHH oTdeT Ne JaTa anaansa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
/JlaTa npousBoacTBa I'open xo

Mfg. License No. /

IIpoussoacreennas : MNB/05/263 VIS naim b s eINENS(0:4G62)= (RS

Homep PY RU)

JIHIeH3Hs No

| Analysis performed according ND: / Anann3s nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Crp. 8u3z 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,

% HpH BBINMYCKE JIEKAPCTBEHHOI'O MpenapaTa KOHTPOJIb KAaY€CTBaA MO NoKa3aTe/ilo «Mmcpoﬁuonomlleucan
YUCTOTA» NPOBOAUTCH AJs1 Kaxaoii 20-oit CEpHH, HIH A OAHOI CepHMH B 1oj, B 3aBUCHMOCTH OT TOI'o, UYTO

HACTYNHUT paHbllle.

| API name / Haumenoranune A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMuH

INN/MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun nponssoaurens ADC:

ABSH001108

FP Manufacturer API Batch number /
Homep cepnu cy0cTaHIMH NPOU3BOIHTEISA
rJid:

FESA00215

API Manufactured by & country /
IIpoussoautens ADC, crpana:

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

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

HanmenoBanue, agpec, JIHIEH3Us 315
IIpousBoacTBeHHas Miaomaaka / Ilmomanka
KoHTpoJA KayecTsa / Ilnomaaka Belmycka

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

J-p Pennu’c Jlaboparopuc Jita., Manus, [IponsBoncTeeHHOE
nojpazaeneHue-6, Bumt, Kxons, Hanarapx Poyn, bannu, Jluctpukr
Conan, X.I1., 173205, Uupus (muuensus Homep MNB/05/263)

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/
{Ipumeuanue: ITponykr cootBercTBYeT Tpebopanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
Iloarorosneno: Ramakant

Ilpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykosoaures
Amit Kumar /\/ A

£

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Hara: 30.06.2025

Reprint Date / V
JHara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L851S5AP1984PLCOD4507
www.drreddys.com



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

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDIiA

Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS Tol : 491 93166 56001-02
CEPTHUOPUKAT AHAJIU3A | | 1o dys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Dkcnpecc (keTopoJak) TadeTkH, AHCNEPTHpPYeMble B 0JIOCTH pTa, 10 Mr N
Market / Poinox :Russia / Poccus
Batch No / , Batch Quantity / ~ 3600000 tab /
Cepus Ne - V2501297 O6bem cepun " 3600000 Tab
Analytical Repourt No/ 040002984514 Date of Analysis / . 30.06.2025
AHalnTHYecKHH oTyer Ne JlaTa anaianza
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
Jarta npouszBoacTea TI'ogen ao
Mfg. License No. / . .
IIpou3sBoacTBEHHAs : MNB/05/263 SRR gad L (O0EC0R) =(RT =
Homep PY RU)
JIHIeH3Hs Ne
| Analysis performed according ND: / Ananns nposegen no HJI: JITI-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».

3akarouenne o coorBercTBHH: «HacTodmuMm s mOATBEpkK/Iat0, YTO MPHBENCHHAS BbIINEe HHPOPMAIUS SBISIETCS
JIOCTOBEPHON M TOYHOH. DTa cepHs HPOLYKIHH IPOU3BEACHA (BKIIOYAs YHAKOBKY (MapKHPOBKY) M KOHTPOJD
Ka4yeCTBa) Ha BbBIUEYKA3aHHOM IPOU3BOJACTBEHHOH IUIOmMAAKe (IUIOIMAAKax) B IIOMHOM COOTBETCTBHH C
TpeboBanuaMu [IpaBun Hagnexamed npon3BOACTBEHHON NMpakTUKHA EBpasuilcKOro SKOHOMHYECKOTo coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16pst 2022) 1 TpeOOBaHUIMH KOHTPOJIS KAYeCTRA JIEKAPCTBEHHEIX CPEACTB,
a TaKKe B COOTBETCTBUH CO CHEHM(UKAIHSIMH, COICPKAIMMUCSI B PETrHCTPAIIMOHHOM JI0ChE CTPaHBI-UMIIOPTEpA.
3amucH 10 IIPOM3BOJICTBY, YIIAKOBKE U aHAIN3Y IIPOBEPEHBI, ¥ YCTAHOBIICHO MX COOTBETCTBHE TpeOoBaHusM [Ipasuin
HaJJexanel Npou3BOACTBEHHOM NpakTuky EBpazuiickoro SKOHOMUYECKOTO COI03a.

Remarks: The Product conforms to ND/
ITpumeuanue: IIponykr cooTeeTcTBYeT TpeOoranusam HJJ

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by /
IToarorosneHo: Ramakant

={—

IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguresnb

Amit Kumar /\/ \
/

i
L
Reprint Date / |
JHara: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date / '

JHara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
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