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

CEPTUOPHUKAT AHAJIM3IA

Tel : 491 98166 56001-02
www.drredadys.com

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

Hpoayxr: Keropoa® Ixcnpece (xeToposak) Tabaerrs, AHCIEPrEpyemMbie B MOJOCTA pTa, 10 mr

Market / Philok :Russia / Poccus = uil

Batch No / . Batch Quantity / _ 3600000 tab /

Cepus Ne 200822 O0Bem cepuu " 3600000 Tab

Analytical Report No / . . Date of Analysis / .

AnaguTugecknii orger Ne RO JlaTa ananusa Bl

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

JlaTa npoM3BOACTBA T'onen mo

Mfg, License No. /

IIponsBoaCTBERNAN : MNB/05/263 LT 2 ; SIS CDICCR Bl
Homep PY RU)

JnueH3Ha Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JITI-N2(004669)-(PT-RU)-190224

Pagelof9/Crp.1m39

No
Ne

Test / Iloka3zaTeab

|

Results / PesyanTaTb!

Specification / Hopma

|
— |

1

Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrisie ruiockue
TabJ)eTkH ¢ packoi, ceeTno-
XeNTOro 1BeTa ¢ TPaBAPOBKOM
«» Ha onHoli cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrnsie
wiockue Tabietku ¢ Qackod, cBeTNO-
JEJITOTC [BETA C TPaBMPOBKOH «I» Ha
OIHON CTOPOHE.

Identification / HnenTudnrkanua

Ketorolac / Kemoponax

Complies / CooTBEeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cnexTpsl NOTIOIMEHUS
UCTBITYEMOIO pAacTBOpa M pacTeopa
craHgapTHOro  ofpa3la  KeToponaka
TpOMeTaMHHa LOJUKHEI HMETH
MaKCHMYMBI TTpY OLHOM M TOMH ke UTHHE
BOMHEI (£ 2 HM).

Remarks : The Product conforms to ND/

Tpumeuanne: [IpoaykT cootsetcTByeT Tpebopannam HII

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by /
ITonrorosneno: Ramakant

Notf
\

Checked by /
TIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onofpeno: Menemxep / Pykosonurens
Amit Kumar '

_L"'
s

Reprint Date /

Jara: 30.04.2025

Reprint Date /
Hara: 30.04.2025

Reprint Date /
JHara: 30.04.2025

+—

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail @drreddys.com

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

CEPTH®HKAT AHAJIM3A

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

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

Hpoaykr: Keropoa® Ixcnpece (keroponak) TabaeTkH, AHCIEPrupyeMbIe B MOTOCTH pra, 10 mr

Market / Poisox :Russia / Poccus u

Batch No / . Batch Quantity / _ 3600000 tab /

Cepua Ne B o Q6neM ceprH " 3600000 Tab
Analytical Report No / . 890001807263 Date of Analysis / . 30.04.2025
Anannrnyeckuii oTyer Ne i JlaTa anann3a iy

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

JlaTa npou3BoOaCTBA I'open oo

Mifg. License No. /

Ilpou3zBoacTBEHHAS : MNB/05/263 }1\;[ e nurll:;)’er. 4 : gIIJI-Ng(004669)—(PF—
JHOen3nsa Ne omep )

Analysis performed according ND: / Anaaus nposenen mo H/L: JII-Ne(004669)-(PT’-RU)-190224

~ Page2of9/Crp.2uw3 9

No
Ne

Test / IlokazaTeas

Results / Pe3yanTaTbl

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
cotrespond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems ynepXHBanus
OCHOBHOrO IIMKA HAa XpoMaTorpamMme
HCHBITYEMOTO pacTBOpa ZOJDKHO
COOTBETCTROBATh BPEMEHH yIAEePXUBaHHS
OCHOBHOrO NMKa Ha XpoMaTorpamme
pacTBopa CTAHAAPTHOIO oGpasua
KeToponaka  TpoMmeramuHa  (pazjen
«KonuyecrBeHHOE ONpEACIEHNEY).

Remarks : The Product conforms to ND/
[Mpumeuanse: IIpoaykt cootseTcTByeT Tpebosannsam HJI -

Conclusion : APPROVED /
3akmouenne: OJ{OBPEHO

Prepared by /

IToaroronenHo: Ramaka:t'g

Checked by /
IIpoBepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemiep / vaogonmens

Amit Kumar /\ R
=

Reprint Date /

\

Jara: 30.04.2025

Reprint Date /
Jata: 30.04.2025

Reprint Date /
Hata; 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 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

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

CEPTHOHUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.cons

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\lpoayrr: Keropoan™ xenpece (keroponak) Tabiaerku, AHCIEprapyemMbie B HoJ10cTH pTa, 10 mr

—

Market / Puitok :Russia / Poccus
Batch No / . Batch Quantity / . 3600000 tab /
Cepns Ne V2200822 e * 3600000 Ta6
:nalyncal Repo‘}'t No/ - 890001807263 Date of Analysis / . 30.04.2025

HaJnTHYeckHil oTyeT Ne Jara ananu3a
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027
Hdara npousBofcTBa I'ogen xo
Mfg. License No. / -
IlpousBogcTBeRAast : MNB/05/263 L A LI T ST DS
" Homep PY RU)

HeH3na No

Analysis performed according ND: / Ananns nposegen no HII: JII-Ne(004669)-(PI'-RU)-190224

Page3 of 9/Crp.313 9

i.oo Test / IlokazaTenn Results / Pe3yabrarst Specification / Hopma
Butylhkydroxyanisole / Complies / CooTBeTcTBYET The retention times of  2-
Bymuneudpoxcuanuson : butylhydroxyanisole and 3-

‘butylhydroxyanisole peaks on the

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«Conepxatne
OYTHWIrHAPOKCHAHH3ONAY).

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

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
YyIepXHBaHUK [IHKOB
2-6yTWITHIPOKCHAHH30JId H
3-6yTHNrHAPOKCHAHK30IA Ha

XpOMAaTorpamMMe HCIBITYEMOTO pacTeopa

DOOJDKHBI COOTBETCTBOBATH BpEMEHaMm
VIEpXHUBAHAS IUKOB
2-6yTHITMIPOKCHAHU30MIA H
3-6yTIWIrHIpOKCHaHH30/1a Ha

XpOMaTOIPpaMMe PacTBOpa CTaHAAaPTHOIO
ofpazua 6yTHIrHApoKCHaHH307a (pasnel

3-
the

Remarks : The Product conforms to ND/
ITpumeuanue: INpoaykT cootsercieyer Tpebosanusm HJI

Conclusion : APPROVED /
Saxmrouenne: OJJOBPEHO

Prepared by /

TTonrotoeneHo: Ramakant

b -

Checked by /
[poeepeno: Pardeep Kumar

<L

Approved by: Manager/Executive /
Onobpeno: Menemxep { Pykopoauress
Amit Kumar {\,ﬂ; -

Reprint Date /
Mara: 30.04.2025

\

Reprint Date /
JHara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

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 ‘g‘

CERTIFICATE OF ANALYSIS

Or. Reddy’s Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P.,, 173 205, INDIA

CEPTH®HUKAT AHAJIU3A

Tel : +971 98166 56001-02
www.drreddvs.com

Product ;: Ketorol Express_ (ketorolac) Orally Disintegrating Tablets 10 mg

Hponyxr: Keropon® Dxcnpece (KeTopoak) TableTkH, AHCIeprapyemsie B M0JIOCTA pTa, 10 mr o ol

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne S O6beM cepnH " 3600000 126

Analytical Report No / : Date of Analysis / .

ARanuTHyeckHii oTyer Ne iy S JlaTa aHaam3a : S

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

JaTa npon3BoacTBa Topen go

Mfg,. License No. / . :

ITpon3poacTBeHnas : MNB/05/263 M mumber: / 2 R
Homep PY RU)

Junensna Ne

__1
===

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

Page4of 9/ Crp. 4n39

[pumeuanne: Ilpoaykr cootsercrayer Tpebosanmam HII

i:’ Test / IloxazaTene Results / PesyabTaTs! Specification / Hopma
3 Average weight / Cpeansis 69.2 mg/69.2 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %), /
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 %;
OxHOpOAHOCTL MAcChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Gonmee + 10 %;
2/20 tabneTok — He 6onee = 20 %.
4 Disintegration time / 00 min 23 sec / 00 MUK 23 ceK Not more than 3 min. / He 6oJee 3 mus.
PacnagaeMocTh
5 Dissolution / PacTropenne Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
. ) CisH13NO3+C4H1)NO3 (ketorolac
Unit-2 / Tabn-2 100 % tromethamine) in 15 min. / He menee
Unit-3 / Tatn-3 100% | 75% Q) CsH13NO3*C4H | NO;3
. (keToponaka TPOMETaMHH) Yepe3 15 MuH.
Unit-4 / Ta6bn-4 99%
Unit-5 / Tabn-5 99 %
Unit-6 / Ta6n-6 94 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axmouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Ramakant Ilposepeno: Pardeep Kumar Opobpeno: Menejukep / P{ms‘onnmnb
@“\k@ CJ_ Amit Kumar /\\___ =
2 | -
Reprint Date / \ Reprint Date / Reprint Date/ %
Jata: 30.04.2025 Hara: 30.04.2025 Jara: 30.04.2025

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 ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Satan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS
< B Tel : +91 98166 56001-02
CEP1 Ifld)lrﬂfCA I' AHAJIU3A drredavE,.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon® Drenpece (keToposiak) Tablerky, THCIEPrEpyeMbie B MOJIOCTH PTa, 10 mr L
Market / PbiHOK :Russia / Poccus
Batch No / . Batch Quantity / . 3600000 tab /
Cepus Ne R O61em cepnH " 3600000 Tab
Analytical Report No / . = Date of Analysis / .2
AHagnTHUecKEH oTHer N2 % 880001807263 Jara anajansa HORELS
Datf: of M anufacture / - 04/2025 Date of Expiry / . 03/2027
HNara npou3BogcTsa I'osen 0
Mfg. License No. / :
ITponsBoxCTBEHHAR : MNB/05/263 MA number: / . — -Ne(004669)-(PT-
Homep PY RU)
Jimuensun Ne
Analysis performed according ND: / Ananns nponenen no HJI: JIII-Ne(004669)-(PT-RU)-190224

PageS5of 9/ Crp. Suz 9
1

[
l;_: Test / [MoxaszaTenn Results / Pe3yabTaThi Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTRYET A uniform suspension passing through a

JAucnepcHocTh

710 pm sieve is formed. / O6pa3syerca
OMHOpOAHAA CYCREH3HA, NpPOXomaulas
CKBO3h CHMTO C pa3MepoM OTBEpCTHH
710 MKM. '

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %)/
Husxe npenena o6napyxenus (IO

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

Conpepxxanue BOIbE

1-runpokcyananor =0.0010 %)
keToponaka
1-keto analog of ketorolac / not more than 0.8 %; / He 6osee 0,8 %;
1-keToaHainor KETOposaka 0.03%
unidentified impurity / not more than 0.5 %; / He 6osee 0,5 %;
eMHUTHAA .
HeHIeHTH()UIHPOBAHHAS 0.02%
TipHMech
total impurities / 0.0478% not more than 1.0 %. / He 6onee 1,0 %.
cyMMma npuMecei
8 Water content / 2.5% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoayxkr coorseTcTBYET Tpebonanusm HII

Conclusion : APPROVED /

| 3axmouenne: ONOBPEHO

Prepared by / Checked by /
IToarotoeneHo: Ramakant Ilposepeno: Pardeep Kumar

Z

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

Amit Kumar /\._ "i-}-"’ .

Reprint Date /

Jara: 30.04.2025

Reprint Date / S

Jara: 30.04.2025

Reprint Date/ !

Hara: 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q%.‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUGHKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TMpoaykr: Keropoa® Jxenpece (keToponak) TabaeTKkH, ANCHEPrupyessie B noaocru pra, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepust Ne 200822 O6bem cepuH - 3600000 Tab

Analytical Report No/ - 890001807263 Date of Analysis / . 30.04.2025

AnannrnyeckHit oTuer Ne JaTta anaansa

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

JaTa npon3BoacTBa Topen o

Mfg. License No./ .

Ilpou3zBoacTBEHHas : MNB/05/263 N aamber:r/ o) AL LS A
Homep PY RU)

JHueH3un Ne

Analysis performed according ND: / Anann3 nposeaes no HJI: JITE-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 13 9

|

i; Test / MokazaTens Results / Pe3ysTarhl Specification / Hopma
) Residual solvents / OcTaTounbie opraHinyecKHe pacTBOpuTeTH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
H3sonponaxon 6 Mxr B TabneTke He 6onee 350 Mxr B Tabnerke.

10 | Microbiological purity*/ MukpoGHooruueckas Yynerora*

Total Aerobic Microbial
Count / obmee yucino

not more than 10* CFU/g; /
He Gonee 10° KOE/r;

OanopognocTs
AO3HPOBAHHBIX €AHHUY

AINOOHRIX MUKDO- b
OpraHN3MOB
Total Combined Yeast and - not more than 102 CFU/g; /
mold count / o6mee uycio NA He Gonee 102 KOE/T;
JPOMOKEBBIX M [LIECHERBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTCyTCTBHE B 1 T
11 | Uniformity of dosage units / 101 Acceptance value (A7) not more than

15.0 Tokazarens npuemieMocTH (AV)
moJxeH 6bITh e bonee 15,0.

Remarks : The Product conforms to ND/

Tpumeuanue: [Iponykr coorsercTByeT Tpebosannam HJT

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

bt

Checked by /
TIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Meunemxep / Pykosoaurens
Amit Kumar AL~ L

x'li =

Reprint Date / !
Jara: 30.04.2025

Reprint Date /
Jarta: 30.04.2025

Reprint Date / \j
Hara: 30.04.2025

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 “:’.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJTHU3A

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02
www.drreddys.com

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

Opoaykr: Ketopon® xcnpece (keToponak) TaGieTkn, ANCHEPTHPYEMbIC B MOM0CTH PTa, 10 Mr

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne 2022 Ob6nem cepuH " 3600000 Tab

Analytical Repourt No/ . 890001807263 Date of Analysis / . 30.04.2025

Anaruruiecknii oraer Ne Jdara anannza =%

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

JlaTa npou3BoACTBA Topen go

Mfg. License No./ . . .

IlpoussoacTaenuasn : MNB/05/263 MA pumber: / RGeS (BT
Howmep PY RU)

JIHIen3ns Ne

Analysis performed according ND: / Anajns nposenen mo HJI: JITE-Na( 004669)-(PT'-R11)-190224

—

Page 7of9/Crp. 73 9

= |
1

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6mucrepe w3z (ITA/AJIMIS ¢
snaronoraoTuteneM/II2BIT)

donvru // (I3/AJ]) domeru. Ilo

7 AnucTepa BMPCTR £ TUATKOM-

§.o° Test / Iloka3aTesnb Results / Pe3yabTaThl Specification / Hopma
12 | Assay/KoanuecTBeHHOe 9.9 mg/9.9 mr From 90mg to 11.0 mg of |
onpeaenenHe (98.5 %) CsH(3NO3C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr mo
11,0 MT C5H3NO3*C4H 11 NO3
(xeroponaka TpoMmeramus) (ot 90,0 mo
110,0 % 0T 3aiABIEHHOTO KOJMHECTBA) B
Tabnerxke. '
13 | Butylhydroxyanisole 0.0967 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanue 0.0967 mr B Tabnerke He menee 0,042 Mr B TabneTke,
Gy THArMIPOKCHAHH30JIA
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne yNakoBkH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTok B
6anctepe n3 (TTA/AJI/TID c
praronornotaTenem/I19BI1) donery //
(IT3/ATT) donsru. Mo 1 win 2 6aucTepa
BMECTE C JINCTKOM-BIJIAAbILICM B TAYKy
KapTOHHYIO.

BKNALBIIIEM B fauky

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanne: Ilponykt coorseTcTBYET Tpebobanuam HII 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toarorosneno: Ramakant [Ipoeepeno: Pardeep Kumar | Opo6peno: Menemkep / PykoBoaurens

Q&.ﬂl‘dﬁ: P Amit Kumar /\, L- _
s —

Reprint Date / \ Reprint Date / ' Reprint Date /
JlaTa: 30.04.2025 Jara: 30.04.2025 JHata: 30.04.2025

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.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

CEPTHO®HKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Hponykr: Keropon® Dxenpece (keropoaak) TabierTks, Aucneprapyemsie B nonocrs pra, 10mr
Market / Prinok :Russia / Poccus
Batch No / ) Batch Quantity / _ 3600000 tab /
Cepun Ne =vZou0sas O0Bem cepun " 3600000 Tab
Analytical Repo:-t No/ - 890001807263 Date of Analysis / . 30.04.2025
Ananarudeckuii otyer Ne IaTa anHaaH3a
Date of Mavnufacture / - 04/2025 Date of Expiry / . 03/2027

JlaTa npoM3BOACTEA T"ogen Ao _

Mfg, Licemse No. /
Ipon3BoacTBeHHast : MNB/05/263 WAL T 03 RO ENLI DS 2 L

Homep PY RU)

Jnuensust Ne

Analysis performed according ND: / Ananus nposexen mo HJX: JITI-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ C1p. 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.

* [IpH BbLINycKe JEKAPCTBCHHOrO PeNapaTa KOHTPOAb Ka4ecTBa N0 noxaszaTteno «MHuKpobHosornueckan
YHCTOTA» NPOBOAMTCH ANS Kaxnoi 20-o#f cepiu, HAH OISl OAHOV CEPHU B IoJ, B 3aBHCHMOCTH OT TOr0, 4TO

HaCTYNMHT paHbLIe,

AP] name / Haumesosanue ADPC:

Ketorolac tromethamine / KeToposaka TpoMeTaMHH

INN / MHH:

Ketorolac / Keropomak

API manufacturer batch number /
Homep cepnn npoussoantens ADC:

ABRH009746

FP Manufacturer API Batch number /
Homep cepnu cyGcTaHUHH NPOH3BOAHTENS
TJ®:

FESA00033

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

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopuc JIta., HHauns

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

HaumMeHoBaHue, agpec, IMMEeH3Ad 118
IponseoacTBenHan niomanka / Mnomagka
KOHTpOoasa KavecTsa / Ilnomanka Boinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pepnw’c JIa6opatopuc JIta., Munus, IIpoussoncTeeHnoe
nonpaszaenenue-6, Bumi. Kxons, Hanarapx Poyn, baui, JlucTpHkT
Conan, X.I1., 173205, inmua (nunensus 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/

Ipumeyanue: [poayxr coorsercTRyeT Tpebosanuam HJT

Conclusion : APPROVED /
3axurovyende: OJJOBPEHO

Prepared by /
ITogroTosneHo: Ramal-:z;}

Ak

Checked by /
Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemikep / PykopojiHTe s
Amit Kumar ¥

ol

[N—

Reprint Date /
JMara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

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

Dr' Reddy s ‘... Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIHA3A Tel : +91 98166 56001-02
www.drreddys.com

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

Ipoavkr: Keropon® Jkcnpece (keropoJak) TabieTkH, AMCNeprapyemsble B N0JOCTH PTa, 10mMr ] 1
Market / Peinox :Russia / Poccusg
Batch No / . Batch Quantity / 3600000 tab /
Cepusn Nz + V200822 O6eM cepun " 3600000 a6
Analytical Repo‘}'t No/ . 890001807263 Date of Analysis / . 30.04.2025
ANaguTRYeCKHI oTyeT No JlaTa apannaa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npoussoacrsa Tozen Ao
Mfg. License No. / ] . T
IlpouspoacTBeHHan : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT

Homep PY RU)

JHnen3ns Ne

Analysis performed according ND: / Anasus npoegen mo HII: JITI-Ne(004669)-(PT-RU)-190224 A

Page 9 of 9/ Crp. 9 M3 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».

3axuioueHne 0 COOTBeTCTBHH: «HacTOAIMUM A MOATBEMKIAI0, YTO MPHBECHHAS BBIIE MHPOPMALUS SBILIETCH
ZOCTOBEpHON M TouHOM. DTa CepHs IpoHyKUHHU [POH3BeACHa (BIUIIOYAS YNAKOBKY (MapKHPOBKY) M KOHTpOIb
KA4eCTBA) HA BHINEYKA3AHHOH MPOM3BOACTBEHHON ITomanxe (IUIOMAAKaX) B IIONHOM COOTBETCTBHM €
TpeGoBanuaMy IIpaRmn Hajexallelf POM3BOJCTBEHHOM MpaKTHKE EBpa3niickoro 3KOHOMHYECKOro coo3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsOps 2022) 1 TpeOoBaHHAMHU KOHTPOJIA Ka4eCTBA JIEKAPCTBCHHBIX CPEICTB,
a TAKXKe B COOTBETCTBHM €O CIEHMPHUKAIMIMY, CONEPKAIIMMHCS B PETHCTPAIlHOHHOM JIOChE CTPAHEI-UMIIOPTEpa.
3aIMCH 110 IPOH3BOACTRY, YIIAKOBKE M aHATH3Y POBEPEHDL, H YCTAHOBJIEHO HX COOTBETCTBHE TpeboBaHmaM IIpaBu
HaJJIeXamed Ipou3BOACTBEHHOMN NpakTHKK EBpa3suiickoro SkOHOMIIECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tprmeuanue: Iponykt cooteeTcTyeT Tpebosanmam HJI Baxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tlogroroeneno: Ramakant IMporepeno: Pardeep Kumar | Opnobpeno: Menewkep / Pykosoauresib

W ’ Amit Kumar i (o

' ot [N—

Reprint Date / ' Reprint Date / Reprint Date/
Hara: 30.04.2025 Jara: 30.04.2025 Hata: 30.04.2025

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