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CERTIFICATE OF ANALYSIS

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

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDUKAT AHAJIM3A

Tel : +91 98165 56001-02

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

WWW.AITEGUYS.CoIm

Hpoaykr: Keropoa® Dxenpece (keTopoJak) TabaeTkH, IHCNEPrHpyeMblie B MOJOCTH pTa, 10 Mr
ipoay: P p p prupy

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2300814 O0bem cepHH * 3600000 Tab

Analytical Repo‘}‘t No/ - 040002823180 Date of Analysis / . 97.02.2025

AHanuTHYecKH 0T4eT Ne JlaTa anaausa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

Jara npoH3BOACTBA I'ogen o

Mfg. License No. / . g

IIpou3zBoacTBeHHast : MNB/05/263 M mumbersy/ : JHENe(003665)=(R:
Homep PY RU)

JuneHsus Ne

Analysis performed according ND: / Auanu3 nposegen no H/I: JITI-Ne(004669)-(PT-RU)-190224

Pagelof 9/Crp. 1 w39

i.oo Test / [Toka3aTtenb Results / Pe3yabTaThl 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. / Kpyrnbie
side. / Kpyribie miockue wiockue TabiaeTku ¢ ¢ackoil, cBetno-
TabyeTkH ¢ packoii, CBETIO- JKEITOro IBETa C IPaBUPOBKOH «l» Ha
XKeJITOTO LIBETA C TPABUPOBKOM OIHO# CTOPOHE.
«l» Ha oJiHO# cTOpOHE.

2 Identification / UnenTuduKanus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / VY®-cnekTphl MNOIIOLICHUSL
HCIBITYEMOIO PacTBOpa M pacTBOpa
cTaggaptHoro ofbpasia  KeTopoJsaka
TPOMETaMHHa JOJIKHBI HMETh
MaKCHMYMBI TIpH OXHOM U TOH XKe JJIHE
BOJIHEI (+ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeuanue: [Iponykt coorBeTcTBYeT TpeboBaHusm HJI

3axi

Conclusion : APPROVED /

wuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Santosh Kumar IMposepeno: Pardeep Kumar | Ogo6peno: Menemxkep / Pykopogurens
Maurya Amit Kumar [

Reprint Date / Reprint Date / Reprint Date/ !

Hara: 27.02.2025 Jara: 27.02.2025 Hara: 27.02.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS  pjctt. solan, H.P., 173 205, INDIA
CEPTUPUKAT AHAJIM3A 7 451 98165 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Ixenpece (keToposiak) TabJeTKH, AHCIEpPrEpyeMbie B mosiocTh pra, 10 mr

WWW.Arreguys.culni

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepus Ne V2500314 O6Bem cepuu " 3600000 Tab
Analytical RepOft No/ - 040002823180 Date of Analysis / . 97.02.2025
AHasuTH4ecKHi oTueT No JlaTa aHaH3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027
JaTta npoH3BOACTBA TI'onen no
S s cense Noa, _ MA number: /  JIII-Ne(004669)-(PT -
IIponsBoacTBeHHAR : MNB/05/263 :

Homep PY RU)
JHneH3us Ne

Analysis performed according ND:

/ Ananns nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp.2 u3 9

No

Test / Ilokazarenn
No

Results / PesynabTaTsl

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 ynepX uBaHus
OCHOBHOTO TMHKa HAa XpoMaTorpamme
HCTBITYEMOTO pacTtBopa TOOJIKHO
COOTBETCTROBATL BPEMEHU YAEPKUBAHHS
OCHOBHOTO IMMHKa Ha XpOMaTorpaMme
pacTBopa CTaHOAPTHOTO obpasia
KeTopoJiaka  TpomeTamuHa  (paszen
«KonuvecTBeHHOE OnpeneyieHue).

Remarks : The Product conforms to

[Tpumeyanue: IIpogykT cooTBeTcTBYeT TpeboBaHusM HJI

ND/

Conclusion : APPROVED /
3akawouenue: OJJOBPEHO

Prepared by /
IToaroroeneno: Santosh Kumar

Maurya 6%
A

Checked by /
IIposepeno: Pardeep Kumar

<t

Amit

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBoauTens

Kumar /\(/y

Reprint Date /
Hara: 27.02.2025

Reprint Date /
Hara: 27.02.2025

Reprint Date /
Jlara:

T
27.02.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khot, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P., 173 205, INDIA

CEPTU®PHUKAT AHAJIM3A Tel : +91 98166 56001-02

'Product : Ketorol Express (ketorolac) Orally Disinteg?a?iug Tablets 10 mg
IIpoaykT: Keropoa® Jkcenpece (keToposak) TabJIeTKH, JUCIieprApyemMble B NOJIOCTH pTa, 10 Mr

Wwwww.ulicuuyo.ewin

Market / Ppiaok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepust Ne V2300014 O6Bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002823180 Date of Analysis / . 97.02.2025

AHanuTHdeckuit oTyer Ne Jara anaju3a

Date of Manufacture / . 02/2025 Date of Expiry / - 01/2027

JlaTta mpoHn3BOACTBa I'ogen no

Mfg. License No. / ) o

IlpousBoacTEeHHAS : MNB/05/263 MAmamDEr , SIENS(004669)=(BI
Homep PY RU)

JHInen3us No

Analysis performed according ND: / Ananns nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page30of9/Crp.3 m39

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-6yTUITHAPOKCHAHU301a
3-6yTUNTUAPOKCHAHU301A

«CopnepxaHue
6y THNTUAPOKCUAHU3OIIAN).

1;.00 Test / Tloka3aTens Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2-
Bymunzudpoxcuanuson butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-

3=
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
YIAepXUBaHHUA MIHUKOB
2-6yTHATHAPOKCHUAHU30TIa u
3-6yTWITHAPOKCHAHU301A Ha

XpoMaTorpaMMe HCIBITYEMOIO pacTBOpa
OOIDKHBI COOTBETCTBOBAaTb BpeMeEHaM
yIep>KHUBAHUA ITHKOB

)41
Ha

XpoMaTorpaMMe pacTBOpa CTaHAAPTHOTO
o6pasua 6yTUnruapoKcHaHu30Ma (pasaen

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cootBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /

Maurya

lloarorosneno: Santosh Kumar

@

Checked by /
11lporepeno: Pardeep Kumar

ol

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

Reprint Date /

Hara: 27.02.2025

Reprint Date /
Jara: 27.02.2025

Amit Kumar /\( L/
Reprint Date/ |
Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




[ 1)
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

CEPTUO®HUKAT AHAJIN3A

Tel : +91 28165 56001-02

OrTeEnuys

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

Ipoayicr: Keropoa® Skenpece (keropogak) TadaeTk, AncneprupyemMbie B nojocta pra, 10 mr
11poa; p p p prupy P

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepust Ne FSU0S O0beM cepun " 3600000 Tab

Analytical Report No/ . 040002823180 Date of Analysis / . 97.02.2025

AHanuTHYeCKHI 0TueT No HaTta anannza

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

Jara npon3BoacTsa I'onen o

Mfg. License No. / . .

IpoussoacTBeHHas : MNB/05/263 MA number: / ; PI=NHQOAGEI)=(P-
Homep PY RU)

JHnen3ns Ne

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

Page4of 9/ Crp. 4 m3 9

i.oo Test / [TokazaTesb Results / PesybTaThl Specification / Hopma
3 Average weight / Cpennsis 67.2mg/ 672 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca : Ot 67,2 mr go 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OnHopoaHocTh Macchl 2/20 tablets - not more than + 20 %. /
18/20 rabnetox — He 6omee =+ 10 %;
2/20 tabnetok — He Gonee + 20 %.
4 Disintegration time / 00 min 24 sec / 00 MuH 24 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemoctn
5 Dissolution / PacTBopeHne Unit-1/ Tabn-1 103 % Not less than 75% (Q) of
. Ci5H13NO3°C4H 1 1NO3 (ketorolac
Unit-2 / Tabn-2 102% tromethamine) in 15 min. / He Menee
Unit-3 / Tabn-3 102% | 75% Q) CisHi3NO3+C4H1NO;3
. (keTopoJaka TpOMETaMHH) yepe3 15 MHH.
Unit-4 / Ta6n-4 105 %
Unit-5 / Tabn-5 103 %
Unit-6 / Tabn-6 102 %

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoaykr coorseTcTBYeT Tpebosanusim HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

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

IToarororneno: Santosh Kumar [Mpoeepeno: Pardeep Kumar | Ongo6peno: Menemkep / PykoBoaurens

Maurya ! Amit Kumar e
f%,.:—-—- C:L—'u-f : _/\'//

Reprint Date / Reprint Date / Reprint Date / '

Jara: 27.02.2025 Jara: 27.02.2025 Jlara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJIN3A

Tel : +51 98166 56001-02

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

WWW.Arreduys.cutti

Hponykr: Keropoa® Jxcnpece (keToposak) TabJeTkH, JHCIeprupyemMble B MOJIOCTH pTa, 10 mr

Market / Peraox ‘Russia / Poccus o

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne $ V2500314 Ob6nbem cepnn " 3600000 Tab

Analytical Repourt No / - 040002823180 Date of Analysis / . 97.02.2025

AnaguTuyecKHuii oTyer Ne JlaTa anaau3sa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JaTra npou3BoacTBa Tomen g0

Mfg. License No. / . .

IIpou3sBoAcTBeHHAS : MNB/05/263 AL e/ ; PIENE(OEG62)= (RIS
Howmep PY RU)

JHIeH3HA Ne

Analysis performed according ND: / Auanus nposexen mo HJI: JII-Ne(004669)-(PI'-RU)-190224

PageSof9/Crp. Su3 9

i‘oo Test / IToka3aTenb Results / PesynbTaTbl Specification / Hopma
6 Particle size distribution / Complies / CooTBEeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pa3yeTcs
OMHOPONHAsA CYCHEH3WsA, NPOXOIsILas
CKBO3b CUTO C Pa3MEPOM OTBEpPCTHH
710 MKM.
7 Impurities / IIpumecn
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: / Huxe npeaeia KOMH4YCCTBCHHOI O
1-THAPOKCHAHANOT onpeneneHus (ITKO = 0.0032%)
KeTopoJiaKa
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / He 6onee 0,8 %;
1-xeToaHanor keTopoyaka
unidentified impurity / 0.03% not more than 0.5 %; / ne 6onee 0,5 %;
eIMHUY Hast
HeHAeHTH(MIHPOBAHHAS
MIpUMECH
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1.0 %.
cyMMa Ipumecet
8 Water content / 24 % Not more than 7.0 %. /
CopepxxaHue BOAbI He Gonee 7,0 %.

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT cootBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by /
lloarorosne”o: Santosh Kumar

Checked by /
Llporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoautenn

Maurya ) Amit Kumar g
Reprint Date / Reprint Date / Reprint Date / '
Hara: 27.02.2025 Hara: 27.02.2025 Hata: 27.02.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P., 173 205, INDIA

CEPTUOPHUKAT AHAJIU3A Tel : +91 98166 56001-02

WWW, Ol T CUG Yo oTTiT

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Jkcenpece (keroposiak) TabieTKH, ANCIEPrHpyemMbie B 10J10¢TH pTa, 10 Mr

Market / PpiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepns Ne - V2500314 O6bem cepun ~ 3600000 Tab

Analytical Repo“rt No/ . 040002823180 Date of Analysis / . 27.02.2025

AnannTudecknii oryer Ne JaTa anaausa

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027

Jara npon3BoacTBa I'ogen no

Mifg. License No. / ) .

IponssoacTBennas : MNB/05/263 LRIl . JI-Ne(004669)~(PI-
Homep PY RU)

JIHIeH3Hs No

Analysis performed according ND: / Anaan3 nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 60f9/Crp.6u3 9

| No

No Test / ITokazaTean Results / PesynbTathl Specification / Hopma
9 Residual solvents / OcTtaTounble OpraHnyeckue pacTBOPUTESIU
Isopropyl alcohol / 22 pg/tab / Not more than 350 pg/tab. /
W3zonponanon 22 MKT B TabneTke He 6onee 350 mxr B Tabaerke.

10 Microbiological purity*/ Mukpo6uoaoruieckas yncrora*

Total Aerobic Microbial

not more than 10° CFU/g; /

OaHopoaAHOCTDH
NO3UPOBAHHBIX eAHHUI

Count / 06mee uucno NA He 6onee 10° KOE/T;
a3poBHBIX MHUKPO-
OpraHUu3MOB
Total Combined Yeast and not more than 10? CFU/g; /
mold count / o61ee gmco NA He 6onee 10?2 KOE/T;
JPOXOKEBEIX U TIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
vityteisue 8 11.
11 Uniformity of dosage units / 9.8 Acceptance value (4V) not more than

15.0 Tloka3arcnb MpHCMIICMOCTH (A V)
IoJpKeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykt cootBeTcTBYET TpeboBanusam HJJ 3akmouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoauresns
Maurya ' ) Amit Kumar v

Reprint Date / Reprint Date / Reprint Date / !

Hara: 27.02.2025 Jara: 27.02.2025 Jara: 27.02.2025

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: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

CEPTUP®UKAT AHAJIN3A

Tel : +91 98166 56001-02

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

WWW. Ulteuuys.cuin

IIpoayxr: Keropon® Ixcnpece (keToposiak) TabjieTkH, IUCIeprupyeMble B M0JI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne eSO O0bem cepaH " 3600000 Tab

Analytical Repovrt No/ . 040002823180 Date of Analysis / . 27.02.2025

AHanuTHYecKHiH oTueT No HaTta anaausa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JaTa npou3BoJcTBa T'omen go

Mfg. License No./ ] o

IlpousBoacTBEHHAS : MNB/05/263 AT mmbexdl) ; JI-Ne(004669)-(PT-
Homep PY RU)

JauneH3us Ne

Analysis performed according ND: / Anaau3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 7 0of9/Crp. 7u3 9

| No

No Test / [TokazaTennb

Results / PesyabTaTs!

Specification / Hopma

12 Assay / KoninuecTBeHHOE
omnpejesiecHUe

10.0 mg/ 10.0 Mr
(99.7 %)

From 9.0mg to 11.0mg of
Ci1sH;3NO3*C4HINO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
1 1,0 Mr C15H13NO3'C4H11NO3
(ketoponaka tpomeramuH) (ot 90,0 no
110,0 % oT 3aABJIEHHOTO KOJMYECTBA) B
TabseTke.

13 Butylhydroxyanisole
content / Conepxanue
Oy THJITHAPOKCHAHHM30J1a

0.0962 mg/tab /
0.0962 mr B TabneTKe

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

14 | Package description /
OnncaHue YIAaKOBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carfon
pack. / Tlo 10 Tabnerox B
omucrepe u3z (I[TA/AJI/IIS ¢
piaronornotutenem/I12BIT)
¢donsru // (TI3/AJT) donsru. o
2 6aucTepa BMECTE C JIHCTKOM-
BKJIafpIIIEM B nauxy
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. / [To 10 Tabmerok B
onwctepe u3 (IMA/ATITID c
praronornorarenem/I19BIT)  donsru //
(I19/AJ1) donbru. Ilo 1 wiu 2 6nuctepa
BMECTe C JIUCTKOM-BKJIaJibIIIIEM B MauKy
KapTOHHYIO.

* 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/
ITpumeuanue: [Iponyxr coorBeTrcTBYeT Tpeboparusam H/

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

IToaroroeneno: Santosh Kumar
Maurya /

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBonuresb

Reprint Date /
Jara: 27.02.2025

Reprint Date /
Jata: 27.02.2025

Amit Kumar L
[
Reprint Date /

Hara: 27.02.2025

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

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxenpece (keToposak) TadjieTKH, JUCIieprHpyemMble B NIOJ0CTH pTa, 10 Mr

WWW. LT CcUuQys.Cuiit

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepust Ne o Qo0Bbem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002823180 Date of Analysis / . 27.02.2025

AHRanurHyeckuii oTyer Ne JaTa anaanza

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027

JlaTa npoH3BOACTBA I'ogen xo

Mifg. License No./ . .

IlponsBoacTBEHHAs - MNB/05/263 MA number: / : JILI-N2(004669)-(PT-
Homep PY RU)

JIHIeH3us Ne

Analysis performed according ND: / Anaan3s nposegen no HJI: JITI-Ne(004669)-(PI-RU)-190224
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* HpH BBINYCKeE JIEKAPCTBEHHOI'O Nnpenapara KOHTPOJib Ka4eCTBa Mo noKa3aTe/iio «MHKPOGHOHOFH‘{CCKQH
YUCTOTa» NMPOBOAUTCH AJIsSK Kaxaoii 20-oii CEepUH, WIH AJIA OJHOMH CEpMH B rof, B 3aBUCHMOCTH OT TOI'0, YTO

HACTYNMHT paHbLIE.

| API name / Hanmenosanune A®C:

Ketorolac tromethamine / Keroponaka TpomeTaMHH

INN/MHH:

Ketorolac / Keroponak

API manufacturer batch number /

TJI®:

Homep cepnu npounspoautesa APC: ABRH007886
FP Manufacturer API Batch number /
HoMep cepuu cyOcTaHIIHH NPOH3BOIANTEIS FERA00521

API Manufactured by & country /
IIpousBoauTear A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepnu'c Jlaboparopuc Jlta., Uuaus

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

HaunmenoBaHue, agpec, JHIEH3IH 15
IponsBoacTBenHas miaomanka / Ilmomanka
KOHTpoJA KadecTBa / Ilnomaaka Beimycka

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

MNB/05/263) /

J-p Pennu’c JTa6oparopuc Jita., Unaus, IIponspoacTeennoe
nonpasaenenve-6, Buwi. Kxons, Hanarapx Poyn, bamni, J{uctpuxr
Conaun, X.IT., 173205, Uaausa (nuuensus Homep 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/

ITpumeuanne: [IpoaykTt coorBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Hara: 27.02.2025

Hara: 27.02.2025

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

ITonroroeneno: Santosh Kumar [IpoBepeno: Pardeep Kumar | Omo6peno: Menemkep / PykoBoauTens
! i

Maurya @ f Amit Kumar /\/_/

Reprint Date / | Reprint Date / Reprint Date / f

Iara: 27.02.2025

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

www.drreddys.com




‘.0 Dr. Reddy's Laboratories Ltd.
! ® Formulation Unit-6
Dr. Reddy s *’. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  Distt. Solan, H.P., 173 205, INDIA
CEPTUO®UNKAT AHAJIN3A Tel : +91 28166 56001-02

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

I poaykr: Keropoa® Dkcnpece (KeTopo.1ak) Tad/IeTKH, AHCIEPrupyeMble B 10J0CTH pra, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne e OGbeM cepHH " 3600000 Tab
Analytical Report No/ . 040002823180 Date of Analysis / . 97.02.2025
AHajuTHYecKHii oT4eT Ne JMarta anananza
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jara npounssoacTsa I'ogen go
Mfg. License No. / ] o
TpouzBoacTBEeHHAN : MNB/05/263 MA number: / : JILL-No(004669)-(PT-

Homep PY RU)

Jaumensus Ne
Analysis performed according ND: / Anain3 nposegen mo HJI: JITI-Ne(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».

3aK/09eHHe 0 COOTBETCTBHH: «HacToAIUM s MOATBEPIKIAI0, YTO TPHBEACHHAS BBINIE HHPOPMALIHS ABJISETCS
JIOCTOBEPHOM M TOYHOW. JTa CepHs MPOAYKIMH HMpOU3BeleHa (BKIIOYas yMAKOBKY (MapKHPOBKY) M KOHTpOJIb
KayecTBa) Ha BHINIEYKa3aHHOH NPOM3BOJACTBEHHOM IUIOMIafKe (IUIOIIagKax) B HOJHOM COOTBETCTBHM C
TpeboBanusMu [IpaBun Ha/uiexaniell IPOM3BOICTBEHHOM NPakTHKH EBpa3suiickoro 3KOHOMHYECKOTO coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsdps 2022) 1 TpeboBaHUSAMH KOHTPOJIS KaUECTBA JIEKAPCTBEHHBIX CPENICTB,
a TaKXXe B COOTBETCTBHH CO CHEIUPHUKAIMSIME, COIEPXKAIMMIUCS B pETUCTPALIMOHHOM J0ChE CTPaHBI-MMIIOpTEpA.
3amucu 0 IPOU3BO/ICTBY, YIIAKOBKE M aHAIN3Y IPOBEPEHEL, H YCTAaHOBJICHO UX COOTBETCTBUE TpeOoBaHMAM I IpaBuin
HazJIeKaIle MPOU3BOJICTBEHHON NPaKTUKK EBpa3uiiCkoro 3KOHOMHYECKOIO CO03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHUsM H]I 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toprororneno: Santosh Kumar IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoaurens
Maurya Amit Kumar A

v 4?/ QL:’ /\//
Reprint Date / Reprint Date / Reprint Date / [
Hara: 27.02.2025 Jara: 27.02.2025 Hara: 27.02.2025
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Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



