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CERTIFICATE OF ANALYSIS

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

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

CEPTU®HUKAT AHAJIN3A

Tel : +91 98165 5G6001-02

wiwgw flrrasdoiys rom

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

ITpoaykr: Keropon® Dxcnpece (keToposak) TabaeTku, AHCHeprupyemMble B MOJIOCTH pTa, 10 mr

Market / PuiHoK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepnsa Ne HURItO0 O0BeM cepHn " 3600000 Tab

Analytical Repovrt No/ . 040002895508 Date of Analysis / . 24.04.2025

AHajiuTHYecKknii oTuyeT No JlaTa anajmsa

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

JaTta npousBoacTBa Tonen go

Mfg. License No. / . .

IIpousBoacTBeHHAS : MNB/05/263 MA number: / 5 JILL-Ne(004669)~(PT -
Homep PY RU)

JuueH3Hst Ne

Analysis performed according ND: / Auanns nposeaen no HJT: JIII-Ne(004669)-(PI'-RU)-190224

Page 1 0of10/Crp. 1 n310

No ) .
No Test / Iloka3aTens Results / PesyabTaTtsl 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. / Kpyrnsie
side. / Kpyrible nnockue mwiockue Tabnerku ¢ ¢dackod, cBeTsIO-
TabneTku ¢ packoii, cBeTNO- KeITOro IBeTa C I'PaBHPOBKOH «!» Ha
KEJITOTO L{BETA C IPaBUPOBKOI OJIHO} CTOpOHE.
«l» Ha OJTHOM CTOpOHE.
2 Identification / UaenTudpukanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
( 2nm). / Y®-cnexTpsl NOIOLIEHHA
UCTIHITYEMOrO  pacTBOpa M pacTBopa
cTangapTHoro  obpasua  KeToponaka
TpOMETaMHHA TOJIXKHbE HUMETh
MaKCHMYMBI TIpH OJIHOW W TOW XK€ JJTHHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT coorBeTcTBYeT TpeGoBanusam HJ|

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
IMoarotosneno: Ramakant

Checked by /
[Mporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresnb
Amit Kumar [\ /,,'L/

A e

A
Reprint Date / !
Hara: 24.04.2025

Reprint Date /
Jara: 24.04.2025

Reprint Date / '

Hara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

www.drreddys.com
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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

CEPTUDPUKAT AHAJIU3A

Tel : +91 98165 56001-02

wiAnsrorragoayge com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dxcnpecc (keToposak) TaGaeTKH, UCIeprupyemsle B 0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne Ve Ob6bem cepun " 3600000 Tab

Analytical Repo‘}‘t No/ - 040002895508 Date of Analysis / . 94.04.2025

AHaInTHYecKHH oTyeT Ne JlaTa anaan3za

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

JlaTa npou3BoAcTBA I'ogen oo

Mfg. License No. / . .

IMpoussoacTBeHHas : MNB/05/263 A numberst; : Ll W ol g
Homep PY RU)

Janen3us Ne

Analysis performed according ND:

/ Ananns nposenen no H: JII-Ne(004669)-(PI'-RU)-190224

Page2 of 10/ Crp. 2 u3 10

No

Test / Iloka3aTeb
No

Results / PesynbTaTsl

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). / Bpemsl yaepX HBaHHSI
OCHOBHOTO TIHKAa Ha XpoMmaTorpamme
HCIIBITYEMOTO pacTBopa IIOJDKHO
COOTBETCTBOBATh BPEMEHU YIEPHKHBAHUA
OCHOBHOrO MHKa Ha XpoMaTorpaMme
pactBopa CTaHAAPTHOTO obpasua
KeTopojiaka  TpoMeTaMuHa  (paszen
«KonmyecTBeHHOE ONpee/IcHUE»).

Remarks : The Product conforms to

ITpumeuanue: [IponykT cooTBeTcTBYeT TpeboraHusM HJJ

ND/
3aka

Conclusion : APPROVED /

wueane: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramalkant

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens

@v ‘; QL’ Amit Kumar -
Ayl - /\\, ¥
Reprint Date / : Reprint Date / Reprint Date / \

Hara: 24.04.2025 Hara: 24.04.2025 [Hara: 24.04.2025

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: L85195AP1984PLCO04507
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

CEPTUDPUKAT AHAJIU3A

Tel : +91 98166 56001-02

i drradduic rom
ey oot

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

Mpoaykr: Keropoa® Jxenpecc (keToposak) TabaeTKH, JHCHepPrHpyeMble B M0JIOCTH pra, 10 Mr

Market / PoiHok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepns Ne | Voo Oo0Bem cepHH " 3600000 tab
Analytical Repovrt No/ - 040002895508 Date of Analysis / . 24.04.2025
AHaJHTHYECKHIi oTuyeT No Jara anan3za
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027
JlaTta npou3BOACTBa T'open no
Mfg. License No. /

) MA number: / . JITI-Ne(004669)-(PI'-
IpouszBoacTBeHHAs : MNB/05/263 Homep PY " RU)

Juuensus Ne

Analysis performed according ND: / Anajn3s nposegen no H/L: JII-Ne(004669)-(PT-RU)-190224

Page3 0of 10/ Crp. 3 u3 10

1;.? Test / ITokazaTenb Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudpoxcuaruzon 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). / BpemeHa
yAepKUBaHUS ITHKOB
2-6yTUITHAPOKCUAHU301a U
3-0yTUITHAPOKCHAHU301a Ha

XpOMaTorpaMMe HUCIBITYEMOI'O pacTBOpa
JOJDKHBI  COOTBETCTBOBATH  BPCMEHAM

YIAEpKMBaHHUS MUKOB
2-0yTUNTHAPOKCHAHU30J1A 51
3-0yTUITHAPOKCHAHU30T1a Ha

XpoMarorpaMMe pacTBopa CTaHOAPTHOIO
o0pasUd Oy THIApURCHdHWOIE (pasien
«Copepxanue

6y TUIATHAPOKCHAHN3O0IIAR).

Remarks : The Product conforms to ND/
IMpumeuanue: poaykT cooTBeTcTBYET TpeboBanusm HJI

3aka

Conclusion : APPROVED /

ouenne: OJIOBPEHO

Prepared by /

TToarorosneno: Ramakant

Checked by /

[Ipoeepeno: Pardeep Kumar

{

—

Amit

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

Kumar /\ /_t/

Reprint Date /
Jata: 24.04.2025

Bl

Reprint Date /

Jara: 24.04.2025

Reprint Date/ '
Jara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIN3A

Tei : +91 98165 56001-02

wiwne elrraddvs com

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

Ipoaykr: Keropoa® Drcnpece (keToposax) TadjaeTkH, AHCHEPrupyeMble B OJOCTH pra, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepusn Ne | NS00 O6beM cepru " 3600000 Tab
Analytical Repovrt No/ . 040002895508 Date of Analysis / . 24.04.2025
AHAJIHTHYeCKHI oTueT No JlaTa ananmn3a
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
JlaTa npou3BoAcTBA T'open oo
Mfg. License No. /

_ ) MA number: / . JITI-Ne(004669)-(PT -
IIpouzBoacTBEeHHAs : MNB/05/263 Homep PY " RU)

aunenzus Ne

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

Page 4 of 10/ Ctp. 4 m3 10

No
Ne

Test / [lokasaTenb

Results / PesyabTaThl

Specification / Hopma

3

Average weight / Cpennss
macca

Uniformity of weight /
OnHOpOAHOCTL Macehl

70.2 mg/ 70.2 Mr

Complies / CooTBeTcTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr mo 72,8 mr (70,0 mr + 4,0 %).

18/20 tablets - not more than = 10 %,
2/20 tablets - not more than = 20 %. /
18/20 Tabnerox — He Oonee = 10 %;
2/20 tabnetox — He 6osiee £ 20 %.

Disintegration time /
PacnagaemocTtnb

00 min 19 sec / 00 MuH 19 cek

Not more than 3 min. / He 601ee 3 MuH.

Dissolution / PacTeopenie

Unit-1/ Tabn-1 101 %
Unit-2 / Tabx-2 101 %
Unit-3 / Ta6n-3 101 %
Unit-4 / Ta6n-4 99 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabx-6 99 %

Not less than 75% (Q) of
Ci15sH13NO3+C4H | 1NO3 (ketorolac
tromethamine) in 15 min. / He meHnee
75 % (Q) C15H13NO3'C4H“NO3

(keTopoJaka TpOMETaMKH) yepe3 15 MuH.

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBercTBYeT TpeboBanusam HJ|

Conclusion : APPROVED /
3axnwuenne: OJJOBPEHO

Prepared by /
IMoarororneno: Ramakant

"V

Checked by /
IpoeepeHo: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonutens
Amit Kumar

r'\'_- ~

Reprint Date / '
Jara: 24.04.2025

Reprint Date /
Hara: 24.04.2025

Reprint Date /
Hara: 24.04.2025

\

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

CIN: L85195AP1584PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

Tei : +91 98165 56001-02

wnsnse Aerpaodue com
VARG U

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa® Dxkenpecce (keTopoJiak) TabJIeTKH, AMCHePrHpyeMble B M0JI0CTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne - NESOREE O6beM cepHH " 3600000 Tab

Analytical Repo“rt No/ . 040002895508 Date of Analysis / . 24.04.2025

AHajiHTHYeCKHH 0THeT No JlaTa aHaJiu3a

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

Jata npou3BoAcTBa I'onen 1o

Mfg. License No. / . .

IIpou3sBoacTBEHHAS : MNB/05/263 SACLRumbCrS/ 3 SIER(009669)< (BT
Homep PY RU)

JdneH3us Ne

Analysis performed according ND: / Anaau3 nposegen no HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 50f 10/ Ctp. 5 w3 10

No

N Test / Iloka3zaTenb Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / O6pasyercs
OJIHOPOZHAs CYCNEH3MS, NPOXOndast
CKBO3bL CHTO C pPasMEpOM OTBEpCTUil
710 MKM.
7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-ruapoxcuaHajior
KETOpoJIaKa

Below LOD (LOD = 0.010 %) /
Hioke npenena oGHapyXeHuUs
(IO =0.010 %)

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

1-keto analog of ketorolac /
1-KeToaHanor KeTopojaxa

0.04%

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

unidentified impurity /
elMHIYHAas
HeuaeHTHHHUIMPOBaHHAS
npUMech

Below LOQ (LOQ = 0.0097 %)
/ Hixe npepena
KOJINYECTBEHHOTO ONIpelecIeHHA
(TIKO = 0.0097 %)

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

total impurities /
cyMMa Ipumeceit

0.0382%

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

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
Zakawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Ramakant IMpoeepeHo: Pardeep Kumar | OnobpeHo: Menemxkep / Pykosoautesb
P = Amit Kumar v
5 , /\\/ . A
Reprint Date / ' Reprint Date / Reprint Date / i
Jara: 24.04.2025 Jara: 24.04.2025 Jata: 24.04.2025

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

CIN: LR5195AP1984PLCOO4507
www.drreddys.com
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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

CEPTUOUKAT AHAJIMU3A

Tel : +91 98165 56001-02

relecns ks h COm
& ==

'I;roduct :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e
IIpoayxkr: Keropoa® Dkcnpece (keTopoJiak) TabjieTKH, JHCHEPripyeMbie B MOJ0CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus
Batch No / - Batch Quantity / 3600000 tab/
Cepus Ne REy O0Bem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002895508 Date of Analysis / . 24.04.2025
AnpanuTuyeckHii oryer No JlaTa aHa/HM3a
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
JlaTa mpoH3BOICTBA TI'ogen no
Mfg. License No. /

) MA number: /  JITI-Ne(004669)-(PI'-
IIpouzBoacTBeHHASI : MNB/05/263 Howmep PY " RU)

JHnensus Ne

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

Page 6 of 10/ C1p. 6 13 10

IToaroroeneno: Ramakant

Bt =

ITporepeno: Pardeep Kumar

1;.? Test / [lokazaTennb Results / Pe3yabTaThl Specification / Hopma
8 Water content / 23% Not more than 7.0 %. /
CopepxkaHne BOABI He 6onee 7,0 %.
9 Residual solvents / OcTaTo4Hble OpraHHYecKHe paCTBOPUTENH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 4 Mxr B TabneTke He 6onee 350 Mkr B TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [TponykT coorBeTcTBYeT TpedopaHusm HJI 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ono6peno: Menemxep / PykoBoauresns
Amit Kumar =
—

Reprint Date /
Jlarta: 24.04.2025

Reprint Date /
Hara: 24.04.2025

Reprint Date / !

Hara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LR5195AP1984PLCNOAS0Y
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUPUKAT AHAJIM3A

Tel : +91 98165 56001-02

wianwe eleredadve com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keTopoak) TabJaeTkH, AHCIeprupyemMble B MOI0CTH pTa, 10 mr

Market / PoiHok :Russia / Poccus
Batch No / ; Batch Quantity / 3600000 tab /
Cepus Ne ¥ 220080 O6nem cepun " 3600000 Tab
Analytical Repovrt No / . 040002895508 Date of Analysis / . 24.04.2025
AHanuTHyeckHii oTyet Ne JlaTa anannza
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTa npousBoacTBa T'ogen mo
Mfg. License No. /

. MA number: / . JITI-Ne(004669)-(PI'-
IIpousBoacTBeHHAs : MNB/05/263 Homep PY " RU)

Junenzua Ne

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

Page 70f 10/ Ctp. 7 m3 10

No

Test / [TokazaTesb
No

Results / PeayabTaTsl

Specification / Hopma

10 Microbiological purity*/ Mukpo6nosioruyeckas 4yucrora*®

Total Aerobic Microbial
Count / obliee 9uCI0 NA
a’pOOHBIX MUKPO-
OpraH’3MOB

not more than 103 CFU/g; /
He 6onee 10° KOE/r;

Total Combined Yeast and
mold count / ob1ee yucno NA
JPOXOKEBBIX H IUICCHEBBIX
rpuboB

not more than 10°> CFU/g; /
He 6osee 10 KOE/r;

Escherichia Coli NA

shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.

11 | Uniformity of dosage units / 6.9
OaHopoAHOCThL
JO03UPOBAHHBIX €XHHHLL

Acceptance value (4¥) not more than
15.0 Tlokasarens npuemMineMocT! (AV)
JomxeH 6pITh He 6onee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBercTByeT TpeGoBaHusaM HJJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by /
IMToarorosneno; Ramakant

[Iposepeno: Pardeep Kumar

J—/‘Zr’

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBonuressb
Amit Kumar L

N~

1

Reprint Date /
Jata: 24.04.2025

Reprint Date /
Jara: 24.04.2025

Reprint Date /
Jara: 24.04.2025

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: L8E195AP1984PLCN04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIN3A

Tel : 491 98165 56001-02

ansnst-feradduc rom

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jkcnpece (keToposnak) TabaeTkH, AHCNeprapyemMble B M0J0CTH pTa, 10 mr

Market / PoiHok :Russia / Poccust N

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne  MESBs Oo0bem cepHu " 3600000 Tab

Analytical Repo:‘t No/ . 040002895508 Date of Analysis / . 24.04.2025

AHajuTHYecKHIl oTueT No JlaTa anaJn3a

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

Jara npousBoacTBa Topen no

Mfg. License No. / . .

IIpousBoacTBeHHAs : MNB/05/263 o A mamberid)) 3 g NE (0040873 Er-
Homep PY RU)

Junensus Ne

Analysis performed according ND: / Auaun3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8§ of 10/ C1p. 8 m3 10

No

foil. 2 blisters
pack.
6nucrepe u3
Baronornotutenem/[12B11)

BKJIAJIBILIEM B
KapTOHHYO.

desiccant/HDPE) foil // (PE/AL)
with patient
information leaflet in a carton
/ Tlo 10 Tabnetok B
(ITA/AJI/TID

v

doneru // (I12/AJ1) ¢oasru. Ilo
2 6nucTepa BMECTE C JIMCTKOM-
navyKy

No Test / [lokazaTenb Results / PesynbTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOE 9.9 mg/9.9 mMr From  9.0mg to 11.0 mg of
onpenesieHue (99.3 %) C15H3sNO;+C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 Mr CisH13NO3*CsH 1 1NO;
(xetoponaka TpomeramuH) (oT 90,0 no
110,0 % oT 3asABJIEHHOrO0 KOJIHYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0914 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanne 0.0914 mr B Tabnerke He menee 0,042 mr B TabneTke.
OyTHJATHAPOKCHAHU30JIA
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. / ITo 10 Tabnetox B
6nucrepe u3 (TTA/AJVIID c
prnaronornotutenem/[1OBII) donsru //
(I13/AJ) donbru. 1o 1 unu 2 6nucrepa
BMECTE C JIMCTKOM-BKJIAJBIIIEM B ITaykKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoxykr coorBercTByeT TpeboBanusm HJT

Conclusion : APPROVED /
Zakiawuenne: OJIOBPEHO

Jara: 24.04.2025

Jara: 24.04.2025

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

oarorosneno: Ramakant IMposepeno: Pardeep Kumar | OnobpeHo: Menemkep / PykoBoautess
Amit Kumar L

Reprint Date / \ Reprint Date / Reprint Date/ !

Jara: 24.04.2025
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Product : Ketoro_l_Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Dkenpecc (keToposak) TabIeTKH, AHCIeprHpyeMbie B HOJOCTH pTa, 10 mr ]
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepns Ne V20000 Oo6nem cepuu " 3600000 Tab
Analytical Repo:‘t No/ . 040002895508 Date of Analysis / . 24.04.2025
AHaJguTHYecKHiT oTueT Ne JlaTa aHajm3za
Date of Manufacture / . 04/2025 Date of Expiry/ . 03/2027
JaTta npon3BoacTea I'onen no
Mifg. License No. / . o
IIpou3BoaCTBEHHAS : MNB/05/263 MA number:\/ 8 R U ERO2)R(RT =

Homep PY RU)

JAIeH3Ast Ne
Analysis performed according ND: / Ananns nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 9 of 10 / Ctp. 9 m3 10

* 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.

* [Ipu BLINYCKE JIEKAPCTBEHHOr0 NpenapaTa KOHTPOb KauecTBa No nokasaresio «Mukpobuosorudeckas
YHCTOTA» MPOBOIXTCS AN Kax0i 20-0ii cepuu, HJIH AJIF OAHOMN CEPHH B IOl B 3aBUCHMOCTH OT TOI0, YTO

HACTYNMUT paHbLIE.

API name / Haumenosanue APC: Ketorolac tromethamine / Ketoponaka tpoMeTamMuH |
INN/ MHH: Ketorolac / Keroponax

API manufacturer batch number / ABRH009669

Homep cepuu npoussoguresst AQC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTaHIIHA NPOH3BOXUTEIS FESA00030

TJI®:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoautens A®C, ctpana: I-p Pennu'c Jlabopatopuc Jita., Maaus

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 (HP) 173205, India (license No
site / MNB/05/263) /

HaumenoBaHue, agpec, JHUEH3HA A1 I-p Penau’c Jlabopatopuc JIta., Manus, IlpoussoncreeHHoe
IpousBoacTBeHHas niomanka / Iliomanka noppaspeienue-6, Bunn. Kxons, Hanarapx Poyn, bapnu, JucTprkT
KOHTPOJA KayecTsa / [Lnomaaka BeIinycka Comnan, X.I1., 173205, Unaunsa (nuuexsus somep 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 /
ITpumeyanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Ramakant [Ipoeepeno: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBoaurenb

Qf/_/ Amit Kumar L

== /\/ -

Reprint Date / ) Reprint Date / Reprint Date / '
Jara: 24.04.2025 Jara: 24.04.2025 Jarta: 24.04.2025
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dxcnpece (keTopoaak) Tabjerki, ANCHeprupyeMbie B Hoa0eTH pra, 10 mr ]
Market / PoiHok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepns Ne V25000696 O61bem cepuH " 3600000 Tab
Analytical Repo:‘t No/ . 040002895508 Date of Analysis / . 24.04.2025
AHanuTHYEeCKHI oTyeT Ne Jara ananusa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTa mpon3soacTBa T'open mo
Mfg. License No. / . o
e —— . MNB/05/263 M. number/ ; JIO-Ne(004669)~(PT-
Homep PY RU)
_JIHIeH3Hs Ne |
Analysis performed according ND: / Anaju3 nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 10 of 10 / Ctp. 10 u3 10
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».

3aK/I0YeHHe 0 cO0TBeTCTBHH: «HacTosmuM s MOATBEPX/Iar0, YTO IPHUBECHHAS BBIIEe MHQOpMAIIHs ABISETCA
ITOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKIWH MpoM3BeleHa (BKIIOYAs YMAKOBKY (MapKMPOBKY) M KOHTpOJB
KauecTBa) Ha BHIIIEYKA3aHHOM MPOM3BOJACTBEHHOM IUTOINaAKe (IIOMIafKax) B IIOJIHOM COOTBETCTBHH C
TpeboBaHuAMH [IpaBui HaIexalneil NPOu3BOACTBEHHON NMPakTHKH EBpasuiicKoro sKOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) 1 TpeOOBaHUAMH KOHTPOJIA Ka4eCTBA JICKAPCTBCHHBIX CPE/ICTB,
a TaKKe B COOTBETCTBHMHU CO CHENHAPHUKAIUSIMHI, COACPKAIIUMUCS B PETUCTPALIHOHHOM J0ChE CTPAHBI-UMIIOPTEPA.
3amnucH o IPOU3BOJICTBY, YIAKOBKE M aHATIH3Y IPOBEPEHBL, H YCTaHOBIIEHO HX COOTBETCTBHE TpeOoBaHuM IIpaBuin
HaJUIexalneil Ipou3BOICTBEHHON NMPakTUKU EBpa3sniicKOro 5SKOHOMHYECKOTO CO03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT coorseTcTBYET Tpebosanusam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ramakant IMpoeepeno: Pardeep Kumar | Opo6peHo: Menemkep / Pykosoauresnb

abd— : Amit Kumar

g - —

Reprint Date / ' Reprint Date / Reprint Date / '
Jara: 24.04.2025 Jlara: 24.04.2025 Jlarta: 24.04.2025
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