Dr.Reddy’s Q’:’-

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tol - +91 9816F 55001-017

CEPTUDHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Jkenpece (keropoaak) TabaeTku, Jucneprupyemsie B NOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus .

Batch No / . Batch Quantity / 3600000 tab /

Cepua Ne i V2200501 Ob6bem cepun ' 3600000 Tab

Analytical Report No / . 890001801383 Date of Analysis / . 31.03.2025

AHaaruTnyeckHil oTuer Ne HaTa aHanu3za

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

HAaTa nponzBoACTBa Toxen xo

Mfg. License No. / ]

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

anuenzng Ne

_Analysis performed according ND: / Anasnns nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page 1 of 9/Crp.1 39

tablets with "|" debossed on one
side. / Kpyriuie nynockue
Tabnetku ¢ dackoi, cBeTIO-
3KEJITOro 11B€Ta ¢ FPaBUPOBKOMH
«|» Ha onnoil cropone.

2 Identification / UpenTudnka nua

i.oo Test / llokazaTenn Results / Pe3ylibTaTel Specification / Hopma
1 Description / Onucaune Light yellow round flat beveled Light_yéllow round flat beveled tablets

with "|" debossed on one side. / Kpyrneie
wiockue TabneTku ¢ dackoil, ceerno-
MENTOTO LBETa C [paBUpOBKOH «l» Ha
OZIIOH CTOPOHE.

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(L 2nm). / YO cnckTpul NOrAcICHNA
HCILITYEMOT0 pacTBOpa MW pacTBOpa
CTaHAApTHOro
TpOMeTaMHHa
MakCMMYMBI NpH OIHON H To# ke Anune
BOJIHBL (£ 2 HM).

obpasua
ZODKHDI

KeTopoJyiaka
HMETh

Remarks : The Product conforms to

Ilpumeuanne: [Ipoaykt cooTreTcTBYeT Tpeboranuam HJT

ND/

Conclusion : APPROVED /
Zakmrouenne: OJJOBPEHO

Prepared by /
IMogrorosne”o: Santosh Kumar
Maurya

Checked by /
ITpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykoBoaHTeNb
Amit Kumar

Reprint Date /
Jata: 31.03.2025

Reprint Date /

Jlarta: 31.03.2025

Reprint Date /
Hata: 31.03.2025

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

CIN: L85135AP1981PLCO04507
www.drreddys.com




Dr.Reddy’s Q‘:"

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

Tel : +91 98164 5500102
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopoa®™ Ixcnpece (KeTopoaak) Tafijierin, AnCnepripyemsie B NONOCTH pta, 10 mr

Market / Poinok :Russia / Poccus

Batch No / - V2500531 Batch Quantity / . 3600000 tab /

Cepus No ’ O6beM cepHH " 3600000 Tab
Analytical Report No / ] Date of Analysis / .

AnannTuyeckuii oryer Ne T Jara ananausa ARl a0s

Date of Manufacture / X Date of Expiry / ]

Hara npou3BoacTBa “03/2023 Togen xo LA

Mfg. License No. / - i
TIpoussoacTBEeHHAS : MNB/05/263 lI\;A nul]r)lger: / ‘ g{JI—Ne(004669)-(PI )
annenzus No aNep - )

Analysis performed according ND:

/ Anasaz nposeaen no HJE: JITI-Na(004669)-(PT-RU)-190224

No

No Test / [TokasaTenb

Page2of 9/Crp.2u39

Results / Pe3ynsTaThl

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 yaepxusanns
OCHORHATN  TIMKA  HA  XPOMATOIPAMME
HCIIBITYCMOIO pacTBopa LOJDKHO
COOTBETCTBOBATE BPEMEHH YAEPKHUBaHHA
OCHOBHOTO fIMKA Ha XpOMATOrpaMMe
pacTBopa CTaHAapTHOIO obpasua
KeToponaka  TpoMmeTaMmuHa  (paszen
«KonuyecTBeHHOE ONMpPeNeIeHHER).

Remarks : The Product conforms to ND/
ITpumeyanse: [Iponyxr cootBeTcTByeT TpeGoBanuam HI

Conclusion : APPROVED /
Saxsroyenne: OJJOBPEHO

Hara: 31.03.2025

Jara: 31.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Santosh Kumar Iposepero: Pardeep Kumar | Onobpeno: Menemxep / PykosoauTens
Maurya p Amit Kumar A L i

-4 - { -
Reprint Date / Reprint Date / Reprint Date /

JHara: 31.03.2025

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: L85195AP1984PLCO04507

www.drreddys.com




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

L = ..
Dr- Red dy S ‘;. Vill. Khoi, Nalagarh Road, Baddi,

— ) , Distt. Solan, H.7., 173 205, INDIA
CERTIFICATE OF ANALYSIS . o/ 95165 56001-02

CEPTUOUKAT AHAJIMBA i drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxcnpece (keropoaak) TabneTku, ANciicprupyesble B ojiocTs pra, 10 Mr

Market / Puinox :Russia / Poccus =
Batch No / X Batch Quantity / 3600000 tab /
Cepus Ne g V230d O0Bbem cepHH " 3600000 Tab
Analytical Repo“rt No/ . 890001801383 Date of Analysis / . 31.03.2025
AnannTnyeckHii oTyer Ne JlaTa anaqu3a
gate of Manufacture / . 03/2025 _ Date of Expiry / . 02/2027

aT4 NPOH3BOACTBA T'ogen xo .
Mfg. License No. / -
ITponszBoacreenHan : MNB/05/263 }1\;[ - nur;;)’er. J . ']I:H-N!(OMG@) el
Jnuenzus Ne omep - v —

Analysis performed according ND: / Ananns npoeegen no HJI: JITI-Na(004669)-(PT-RU}-190224

Page30f9/Crp.3u39

\f ]

;‘? Test / [TokasaTenns Results / PeayanTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymwrzudpoxcuanuson 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
yAepKHUBaHHs NHKOB
2-6yTHATHAPOKCHAHN301a u
3-0yTHIrHopoKCHaHW30Mna Ha
XpOMaTorpaMMe UCITbITYEMOro pacTBopa
IOOKHBI  COOTBETCTBOBATh  BpEMEHaM
YAEPKUBAHUS , TIMKOB
2-6yTANr¥apaKCHaH1u30Ia H
3-6yTunruapoxcuaHazona Ha
XpOMaTOrpaMme pacTBOpa CTaHAApTHOTO
obpazua GyTrnruapoxcuanuiona (pasaen
«Conepxauue
OyTHICHAPOKCHAHH30MAY).

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

ITpumeuanue: IMpoaykr cooreercTyeT TpeboBanuam H]L 3axmouenne: OJJOGPEHO

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

Toarorosneno: Santosh Kumar [Mpoeepeiio: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaurens

Maurya @/ ? Amit Kumar A L

‘::‘J_ g l e
Reprint Date / Reprint Date / Reprint Date / '
Hara: 31.03.2025 Jata: 31.03.2025 Jlata: 31.03.2025

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: L85195AP19R4Pi £.NN4SNT
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
Tel - +91 98165 5600-07

CEPTHOHEAT AHAJTA3A

www.drreddys.coimn

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropon® Dkenpece (KeTopoJiak) TabaeTKH, MHCHEPrUPYEMbIe B II010CTH PT4, 10 M1

Market / PoiHOK :Russia / Poccus

Batch No / - V2500531 Batch Quantity / _ 3600000 tab /

Cepus No : O6peMm cepun * 3600000 Tab

Analytical cho:‘t No/ . 890001801383 Date of Analysis / . 31.03.2025

Anannrigeckuif oTyeT No JlaTa apanuza )

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

JiaTa npoH3BOACTRA T'ogen 1o

Mfg. License No. / ] 1

IlponzBoacTBCHHAR : MNB/05/263 MA number: / ; JIIE-Ne(004669)-(PT -
Homep PY RU)

Jupenzun Ne

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

Page40of9/C1p.4m39

ORHOPOAHOCTH MACChI

I;I%o Test / [loxasatens Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeansas 70.0 mg / 70.0 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . : Ot 67,2 Mr mo 72,8 mr (70,0 mr = 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %,

2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Gonee = 10 %;
2/20 Tabnetok — ve 6ogee = 20 %.

4 Disintegratun thme /
Pacnapaemoctb

00 nuin 20 sec / 00 muun 20 cex

Nout mure than 3 min. / lle Gonee 3 MuH.

5 Dissolution / PactBopenne

Unii-1 / Tabn-1

100% | Not less than 75% (Q) of

Ci5H13NO3+C4H | |1NO3 (ketorolac

Unit-2 / Ta6n-2 99 % tromethamine) in 15 min. / He menee

Unit-3 / Ta6n-3 99 % 75 % Q CisH1aNO3*C4H1NO;3
) (keToponaxa TpoMeTaMiH) Yepes 15 MUH.

Unit-4 / Tabn-4 101 %

Unit-5 / Tabn-5 101 %

Unit-6 / Ta611-6 100 %

Remarks : The Product conforms to ND/
[Tpumeyauue: [IpoaykT COOTBETCTBYET TpeGOBaHHAM HO

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by /
ITonrorosneno: Santosh Kumar
Maurya i%'/

Checked by /
ITpoeepeno: Pardeep Kumar

N

Approved by: Manager/Executive /
Ono6peno: Menemxep / PyKOiOquTeJ'Ib
Amit Kumar NG )

~

Reprint Date /
Hara: 31.03.2025

Reprint Date / ‘
Hata: 31.03.2025

T

Reprint Date /
Hata: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Bzanjara Hiils, Hyderabad - 500034, Telangana, India
Jel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LBG1OEAP1084APLEO0A5QT

www.drreddys.com

L= I




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 AHAJIA3A

Tel : +01 98166 S40N1-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpece (KeToposiak) TaGNeTKH, AMCeprHpyemMble B 100CTH pia, 10 mr

Market / Prinok :Russia / Poccus

Batch No / - Batch Quantity / 3600000 tab /

Cepns Ne R O61beM cepun " 3600000 Tab

Analytical Repovrt No/ . 890001801383 Date of Analysis / . 31.03.2025

Ananurnyeckuii oryer Ne Jara anannsa

Date of Manufacture / . 03/2025 _I?ate of Expiry / . 02/2027

JaTa npouzBojacrea Topen xo

Mfg. License No. / ] Y _

IIpoussoacTBeBnan : MNB/05/263 MA number: / : ‘]IHT‘N"(004669) -(PT-
: Homep PY RU)

aunenzna Ne

Analysis performed according ND: / Anaans nposenen mo HJL: JITT-Ne(004669)-(PI™-RU)-190224

Page5of9/Crp-Sn3 9

JAucneperocTh

i;’ Test / Iokazarenn Results / Pe3yLTaTLt Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 um sieve is formed. / OGpasyetcs
OMIOPOJIHas CYCIIEH3WA, Npoxonauas
CKBO3b CHTO C Pa3MEpoOM OTBEPCTHH
710 MM,

7 Impurities / [IpamecH

1-hydroxy analog of
ketorolac: /
1-rnapokcnananor

Below LOQ (LOQ = 0.0032 %)
/ Hyxke ripepesa
KONIUYECTBEHHOTO ONpPEE/NCHHA

not more than 0.5 %; / He Gonee 0,5 %;

CoaepaaHHe BOAbI

KeToponaka (ITIKO = 0.0032 %)
1-keto analog of ketorolac / 0.03% not more than 0.8 %,; / ne 6onee 0,8 %;
1-KeTOaHANIOT KETOpOaaKa
unidentified impurity / 0.03% not more than 0.5 %; / ue 6onee 0,5 %;
COMHNYHAS )
HEeHASHTHONLPOBaHHas
IpUMECh
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cymMa npuMeceii

8 Water content / 22 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks ;: The Product conforms to ND/

ITpumedanue: [IpopykT coorBeTcTBYeT TpeboBanuam HII

Conclusion : APPROVED /
Zaxmouenuc: OJIOFPEHO

Prepared by / -| Checked by / Approved by: Manager/Executive’/
MoarotorneHo: Santosh Kumar Iposepeno: Pardeep Kumar | OnoBpeno: Menemiep / PykosoaunTens
Maurya { n Amit Kumar e’

5/f =l :i\ =
Reprint Date / Reprint Date / Reprint Date / '
Jara: 31.03.2025 Jara: 31.03.2025 Hata: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telanganz, india

Tel: +91 40 4900 2900, Fax: +S1 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr, Reddy's Laborataries Ltd.
Formulation Unit-6

@
DI‘. Reddy,s ‘_... ) Vill. Khol, Nalagarh Road, Baddi,

. Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. 91 98166 55001-02

CEPTU®UKAT AHAJM3A  yww.drreddys.com

Product : Ketorol Express (ketorolac) ()ralTy Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Ikenpecc (keropoaak) TabaeTKH, AHCAEPrHpyeMble B NOI0CTH pTa, 10 mr

Market / Puinok :Russia / Poccus
Batch No / - V2500531 Batch Quantity / ~ 3600000 tab /

_Cepus Ne ) OfLem cepiu " 3600000 Tab |
Analytical Repo:‘t No / - 890001801383 Date of Analysis / . 31.03.2025
AwainTruccknii order Na Jlara anaausa |
Date of Manufacture / . 03/2025 Date of Expiry/ . 02/2027
JlaTa npon3BoacTBA Tonen oo
Mfg. License No. / . . s
ITponssoacTBenHas : MNB/05/263 MA number: / : JII-Ne(004669)-(PT:

Homep PY RU)
muuen3na Ne

Analysis performed according ND: / Anasus npoeeaen mo HJL: JII-Ne(004669)-(PI-RU)-190224
Page 6 of 9/ Crp. 6 w39

1
ig Test / [lokasaTensn Results / Pe3y/1bTaThl Specification / Hopma
9 Residual solvents / OcTaToutible OpranH4yeckue pacTBopHUTEH
Isopropyl alcohol / 06 pg/tab / Not more than 350 g/tab. /
Hzonponaron 06 mxr B TabneTke He Gonee 350 MKr B TabNETKE,

10 | Microbiological purity*/ MukpoGuosorHueckas YHCTOTA*

Total Aerobic Microbial not more than 10* CFU/g; /
Count / obuce uucno NA He donee 10° KOE/r;
a3po6HLIX MHKPO- ’ |
OpraHu3MOB
Total Combined Yeast and not more than 10* CFU/g; /
mold count / ob1ee uricno NA- He 6onee 10% KOE/T;
APOKIKEBBIX H IIECHEBBIX
rpn6oB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 | Uniformity of dosage units / 5.0 Acceptance value (4¥) not more than
OpHOpPOAHOCTEL 15.0 Tokazarens npuemaeMoctu (47)
JA03HPOBAHHBIX eIHIHLL noskeH ObiTh He Gosiee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanne: [IpoaykT cooTBeTcTRYET TpeboBaHusM H/I 3akmouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tloaroroeneno: Santosh Kumar Tporepeno: Pardeep Kumar | Ono6pero: Menemkep / PykosojuTes
Maurya 2 Amit Kumar o
ﬁi;,.-—- — : .':\- iy _/"
Reprint Date / Reprint Date / Reprint Date / L
JHara: 31.03.2025 ] Jata: 31.03.2025 - - | Jata: 31.03.2025

Registered Office: 8-2-327, Road No. 3, Bznjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN- 185395AP19R4PIINN4RNT
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.F, 173 205, INCIA
Tal : +91 98146 SENO1-N7

CEPTHOHUKAT AHAJTM3A

www.drreddys.coin

Product : Ketorol Express (ketorolac) Orally Disin_tegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxenpece (keropoaak) TabeTky, AHCHeprEpyeMbIe B 110J10¢TH pTa, 10 mr

| Market / Poinok :Russia / Poccus
Batch No / i Batch Quantity / . 3600000 tab /
Cepus Ne By 2000t O0bem cepi " 3600000 Tab
Analytical Repourt No/ _ . 890001801383 Date of Analysis / . 31.03.2025
AHasmmTHUeCKH oTUeT Ne JlaTa anajausa
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jara mpou3BoacTBa I"onien mo =l
Mfg. License No. / ] o
IIpousBoacreenHas . MNB/05/263 D ber:/ : MLTERHNE S R0t

Homep PY RU)

aunen3us Ne

Analysis performed according ND: / Anaans nposegen no HJI: JIT-Ne(004669)-(PT-RU)-190224 N

Page 7of9/Cip. 7m39

onpeiaesieHHe

io Test / TTokazaTens Results / PesyisTaThi Spccification / Hopma

o

12 | Assay/KonuyectBenHoe 10.2 mg/ 10.2 mr From 9.0mg to 11.0 mg of |
(101.9 %) C15H;sNO3*C4H ) NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 1o
1 1,0 M C15H13NO3'C4H1 )NO)
(xeToponaka Tpometamun) (ot 90,0 no
110,0 % OT 3aABJEHHOIO KONWYECTBA) B
TabneTxe.

13 Butylhydroxyanisole
content / Cogepxaune
Gy THJITHIPOKCKAHN30J1a

0.0966 mg/tab /
0.0966 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 mr s TabneTke.

14 | Package description /
Onucanue ynakoBKi

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 Tabnerok B
6rmuctepe m3  (TTA/AJI/MIS ¢
BraronoraoTurenem/II3BI1)
donsru // (TI2/AJL) ¢onsru. Ilo
2 OnncTepa BMECTE C JTHCTKOM-
BKJTAfIbIIEM B 11a4Ky
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. / [lo 10 rabneTtok B
6nncrepe u3 (MA/AJITID c
pnaronoriioTurenem/IIDBIT) donbru //
([I12/AT]) donsru. [To 1 win 2 Gnuctepa
BMECTE C JIACTKOM-BKRAIBILIEM B MayKy
KapTOHHYO.

* 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/

IIpumeuanne: ITpoaykT cooTreTcTRYET Tpeboranuam HJL

Conclusion : APPROVED /
3axmouenie: OJXOBPEHO

Prepared by /

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnoBpeno: Meuemkep / I?»y}cjotomwenb

Jara: 31.03.2025

» Jlara: 31.03.2025

[Toarotoeniero: Santosh Kumar

Maurya %ﬂ/ Amit Kumar sy
< c“’::lt‘_a;—— J\ |

Reprint Date / Reprint Date / Reprint Date / :

Jara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, [Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLCO04507
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.2., 173 205, INDIA

Tel : +91 98165 56001-02

CEPTHOUKAT AHAJIA3A

www.drreddys.com

:Product : Ketorol Express (ketorolac) Orally Disintegré?alg Tablets 10 mg
TIpoayxr: Keropoa® ucnpece (keTopoaak) Tadaerky, AUCNePrupyemMble B M0J0CTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / : Batch Quantity / . 3600000 tab /
Cepusa Ne B0 O6Bem cepuH " 3600000 Tab
Analytical Rep({rt No/ . 890001801383 Date of Analysis / . 31.03.2025
ApanuTnyeckHii oTyer Ne Jlara agaansa
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jata npou3BoAcTEA Topen po
Mfg. License No. / X Nb
IlponsBoacTBEHHAA : MNB/05/263 b ; JI.I.]"N"(004669)-(PF“
Homep PY RU)
_nEnen3na No
Analysis performed according ND: / Anaans nposeaen no HJI: JITI-Na(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 39

* [IpH BLINYCKE JIEKAPCTBEHHOO NpenapaTa KOHTPO.Ib KayecTha no nokasaremo «MukpobHonornieckas
YHCTOTA» NPOBOAMTCS ANA Kakaoi 20-0ii cepun, nan 1 oqHOit Cepiy B rofi, B 3aBHCHMOCTH 0T TOro, 410

HACTYITHT paHbile,

API name / Haumenosanue A®C:

Ketorolac tromethamine / Ketoposiaka TpOMETaMHH

INN/MHH:

Ketorolac / Keroponak |

API manufacturer batch number /
Homep cepun npouagonuTens ADC:

ABRH008106

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHH NPOA3BOAUTENA
T JIP:

FERA00613

API Manufactured by & country /
IIpouzsoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Peqnu'c JlaGoparopuc Jlra., Muansa

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

HanmenoBanue, aapec, THIEH3HA IR
ITponzsoacrBeHHas miaomanka / Ilnomanka
KOHTPOaA KadecTBa / ILmomanka BeImycka

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

I-p Pennw’c Jlabopatopuc JIta., Usaus, [IponssoactBeHHoe
noapasaeneune-6, Buii. Kxons, Hanarapx Poya, bamaw, Jluctpukr
Conan, X.I1., 173205, Huans (nuuensus Homep MNB/05/263)

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/
IIpumeuanue: IIpoayKT COOTBETCTRBYET Tpebopannam HJT

Conclusion : APPROVED /
3axmwoyenue: OJJOBPEHO

Prepared by / Checked by /

ITposepeno: Pardeep Kumar

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

Hara: 31.03.2025 Jata: 31.03.2025

TlogroroeneHo: Santosh Kymar
Maurya ﬁl_ : Amit Kumar (.
Reprint Date / Reprint Date / Reprint Date / |

Hara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: rnail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98165 560(11-07
www.drreddys.com

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg D 1
Hpoayky: Keropoa® Jxcupece (keroponak) tabaerTku, Aucneprypyemble B N0JI0CTH pTa, 10 mr
Market / PoiHOK :Russia / Poccns
Batch No / - V2500531 Batch Quantity / 3600000 tab /
 Cepust No ] O61bem cepn * 3600000 a6
Analytical Repourt No/ . 890001801383 Date of Analysis / . 31.03.2025
AsannTnyeckHii oTyer No JlaTa ananuza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Jara npon3BOACTEA T'ogen po
Mfg. License No. / ] o
Tponasoncreentan . MNB/05/263 MA number: / UL o2 R
Homep PY RU)
anuensus Ne = -
Analysis performed according ND: / Ananns aposesen no HJL: JITE-Na( 004669)-(PT-RU)-190224
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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».

3akiouenne 0 coOTBeTcTBHH: «HAaCTOSIMMM 51 TIOITBEpX A0, YTO MpHBEICHHA Bhille HHOOPMALIHS ABIISIETCS
JOCTOBEPHOH M TOYHOM. DTa CepHs NMPOXYKUMH NpOM3BeleHa (BKIIIOYas YIaKOBKY (MapKHPOBKY) H KOHTPOJIb
KAUeCTBA) HA BBINIEYKA3aHHOH NPOM3BOACTBEHHOH Iuiomayke (IUIOMANKax) B IOIHOM COOTBETCTBHMH C
1pebopanuamME [IpaBun Hajnexainedl TpOMU3BONCTBEHHOH NpakTHKYU EBpasuiicKOro SKOHOMMIECKOIO COO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centadpsa 2022) 1 TpeboBaHMAME KOHTPOJIL KAYECTBA IEKAPCTECHHEIX CP2ACTB,
a TaKXe B COOTBETCTBHHU CO CHENM(PUKAIIMAMY, COAEPKAMHKMMCH B PETHCTPALHOHHOM JOCKE CTpAHBI-MMIIOpTEpa.
3aIIMCH 110 IPOH3BOJCTBY, YIIAKOBKE M aHANM3Y IIPOBEPEHBI, ¥ YCTAHOBIEHO HX COOTBETCTBUE TPEOOBAHMAM IlpaBun
HaJiIexalrei 1IpoU3BOACTBEHHOH IPaKTHKH EBPasuiCKOro SKOHOMHYECKOI'0 COH3aN.

Conclusion : APPROVED /

Remarks : The Product conforms to ND/
3anouenne: OJIOBPEHO

I[Tpnmeyanue: ITponykT cooTeeTcTBYET TpeboBanmam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Santosh Kumar [posepeno: Pardeep Kumar | OnoGpeno: Menemxkep / Pyxosoauresns
Maurya @, { Amit Kumar A L
Reprint Date / Reprint Date / . Reprint Date / ’

Jlata: 31.03.2025 Jara: 31.03.2025 Jara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 43C0 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




