e
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIF3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxr: Keropon® xcnpecc (xeToposiak) Tad/IeTK, ARCHEPTHPYEMbIE B MOJ0CTH pra, 10 mr B

Market / Puinox : Russia / Poccus

Batch No / : Batch Quantity / _ 3600000 tab /

Cepun Ne V2200053 O6beM cepuu " 3600000 Tab

Analytical Repovrt No/ . 040002885305 Date of Analysis / - 18.04.2025

AHaauTnyeckuii oTuer Ne JlaTa aHaau3a

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

Jara npoH3BOACTBA . Tojen ao .

Mfg. License No. / -

IIpounssogcTBeHHan : MNB/05/263 MA number: / : JITI-Ne(004665)-(PT-
Homep PY RU)

JTHOeH3nA Ne

Analysis performed according ND: / Ananus npoeejen no HJI: JITI-Na(004669)-(PT-RU)-190224

Pagel1 of9/Cip.1m39

No

No Test / Iloka3zaTenn

Results / PesyasTaTbl

Specification / Hopma

1 Description / Onucaune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrisle mockne
TabneTkH ¢ Ppackom, CBETIO-
XEJTOTO LBETA C TPaBUPOBKOH
«l» Ha onHoOIt cTOpoHeE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrnsie
wiockve Tabsnerki ¢ (ackod, CBETNO-
MENTOTO lBETa C IpaBUpOBKOH «l» Ha
OHOW CTOpOHE.

2 Identification / UnenTuduxanns

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 21nm). / YO-coeKTphl TIOINOMICHHA
HCOBITYEMOTO pacTBOpa M PacTBOpa
CTAHAAPTHOTO  oOOpa3slla ~ KeToponaka
TPOMETaMHHA DONKHBL HMETh
MaKCHMYMBI [IpH OXHOM M TO¥ ke IjIHHE
BOJIHBI (% 2 HM).

Remarks ; The Product conforms to ND/

TIpumeuanwne: TTponykT cooreercrayer Tpebopanuam HJL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
oarorosneHo: Pravesh Rana

Checked by /
[IposepeHo: Rama Kant

2

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauress
Amit Kumar L

J'k\ «-'”:/,.,

Reprint Date /
Jara: 18.04.2025

Reprint Date /
Jara: 18.04.2025

Reprint Date /
Hara: 18.04.2025

Reaistered Office: 8-2-337, Road fe
Taol: 493 404900 29G0, Fax: +01 4

CIN: L85
wiwa, drredidys.com

Is, Hyderabad - $00034, Tel
9, Email: mail:é@lrreddys.com
GPLLOD4SO7

ana, India.
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIHU3A

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

Market / Puisioxr : Russia / Poccus
Batch No / y Batch Quantity / _ 3600000 tab /
Cepusn Ne L O6bem cepun " 3600000 Tab
Analytical cho“rt No/ - 040002885305 Date of Analysis / . 18.:04.2025
A_Hannmqecxuu oT4ger No Jara apanguza
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
| llaTa npou3BoaCTBa T'open go
Mifg. License No. / v
Ilpon3poacTBeHHan : MNB/05/263 II\;IA nurlr)lger./ 3 gll}-Ns(004669)-(P]"-
aHueH3ua Ne omep ) —

Analysis performed according ND: / Apaan3 nposeaen no HJT: JIII-Ne(004669)-(PT-RU)-190224

Page2of 9/Crp.2m3 9

No

Test / TlokazaTenb
Ne

Results / PeaynbTaThl

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). / Bpema yaepXHBaHus
OCHOBHOTO TIMKa Ha XpomaTorpaMMme
UCMBITYEMOTO pacTeopa JIOIDKAO
COOTBETCTBOBATh BPEMCHU YAEPKUBAHNA
OCHOBHOIO NHKa Ha XpoMaTorpamme
pacTBopa CTaHAApTHOTO o6pa3ua
KeTopofiaka  TpoMeTamMkba  (pasaen
«KONHYECTBEHHOE OTIPEAENICHUE).

Remarks : The Product conforms to ND/

Iprmeuanue: [IpoaykT cooTBeTCTRYET Tpebopauuam HIJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToarotrosneno: Pravesh Rana [

Checked by /
IIposepeno: Rama Kant

Adsit

Approved by: Manager/Executive /
Onobpeno: Menemicep / Pykosoautens
Amit Kumar

L.
Ao =

Reprint Date /
Hara: 18.04.2025

Reprint Date / . i
Jara: 18.04.2025

Reprint Date / i
Jara: 18.04.2025

Registercd Ofiice: S-2
Tal: +91 40 1900 2200, Fax: 4

-a

3-2-337, Read o 3, Banjara Hills, Hyderabad - 500634, Telangona, india
21 20 400 2929, Email: mail@drraddys.com

CIN: LB5198AP2931PLC004507

werwsdrreddys,com
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIA3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa®™ Sxenpece (keroposnak) TabieTin, AnenepripyemMbie B H0J10CTH PTa, 10 mr

Market / Prinoxk

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepun Ne s’ O61em cepun " 3600000 Tab
Analytical RepOft No/ . 040002885305 Date of Analysis / . 18.04.2025
AHaaguTH4vecKUit oTyer No JaTa anajan3a

Date of Maanacture / - 03/2025 Pate of Expiry / . 02/2027

JlaTa npoH3BOACTBA T'open no

Mfg. License No. /

HpouzsoacTBenHas : MNB/05/263 gA nur;l;er. 4 : gl‘[—.N‘g(004669)-(PI‘-
JHIen3Ha Ne omep v

Analysis performed according ND:

/ Anasmma nposeaen no HJT: JITI-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3 39

NN:) Test / [lokasarenn Results / PesyabTathl Specification / Ropma
Butylhydroxyanisole / Complies / CootBeTcTBYET The retention times of 2- |
Rymunzudpaiccuanuzon hitylhydrnx yanisole 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
yOepXUBAHAS MUKOB
2-6yTHATHAPOKCHAHK30IA u
3-6yTHArMAPOKCHAHN30/1A Ha

XpoMaTorpaMme HCIHBITYEMOro pacTzopa

JOJOKHBEl COOTBETCTBOBAThE  BpEeMCHaM
YACpXHBBAaHUA NNKOB
H

2-GyTIIrHAPOKCHaBHM30.12
3-OyTHArMapoKcHaHKU301a Ha
XpoMaTorpaMMe pacTBopa CTaHHapTHOrO
o0pasua 6yTrNnruapokcHanusona (pasnen
«Conmepxanue

Ay TN THANOKCHAHWIONZR).

Remarks : The Product conforms to

IMpumeuanue: [Ipoaykt cooTseTcTBYET Tpe6oBaHHAM HJI

ND/
JaKa

Conclusion : APPROVED /

wuenne: OJOBPEHO

Prepared by /
TloarorosneHo: Pravesh Rana

Checked by /
TIpoeepeno: Rama Kant

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

,@ T\ Amit Kumar L
Quut per
Reprint Date / Reprint Date / i Reprint Date / }

Hara: 18.04.2025 JlaTa: 18.04.2025 Jlara: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 50C034, Telangana, India
Tel: +91 10 4900 2900, Fax: +91 20 4900 2999, Email: mail@drreddys.com

CIN: L85 195AP1984PLCOOA507
www.drraddys.com

—
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

B s 3 S H ooy e O P ot
o Reddy's Leboratories U,

Hponykr: Keropoa® Dxenpece (keroponak) tabierky, gucnepr

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

Hpyembie B OJOCTH pra, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepun Ne V220833 O6Bem cepnn " 3600000 Tab

Analytical Repourt No/ . 040002885305 Date of Analysis / . 18.04.2025

AHanpaTHYeCKHid oTHeT Ne JlaTa apanuza

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

JaTa npoH3B0OACTBA I'open a0 ;

Mfg. License No. / ] o

Hponseroacreennas : MNB/05/263 il 2 JITE-Na(004669)-(PT-
Homep PY RU)

JTHueH3usa Ne

Analysis performed according ND: / Awanus nposenen no HJ;

JII-Ne(004669)-(PT-RU)-190224

Paged4of9/Crp.4u39

];.00 Test / IlokazaTens Results / PesynbTaTsi Specification / Hopma
3 Average weight / Cpeansisi 68.9 mg / 68.9 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr g0 72,8 mr (70,0 Mr £ 4,0 %).
Complies / CootBeTcTBYET
Uniformity of weight / . 18/20 tablets - not more than £ 10 %;
OaHOpPOAHOCTH MACCHI 2/20 tablets - not more than % 20 %. /
| 18/20 Tabnetok — He 6Gomee + 10 %;
| 2/20 Tabnetok — ne Gonee + 20 %.
4 Disintegration time / 00 min 21 sec /00 mun 21 cex Not more than 3 min. / He 6onee 3 mun.
PacnagaemocTh
5 Dissolution / PacTsopenne Unit-1/ Taba-1 100 % Not less than 75% (Q) of
. : CisH;3NO3*C4H 1 NO; (ketorolac
Unit-2 / Ta61-2 100 % tromethamine) in 15 min. / He Menee
Lnit-3 / Tabn-3 Q9 % 75 % (O) Ci5H3NO3*C4H 1 INOy
. (keToponaka TpOMeTaMMH) 9epes 15 MHUH.
Unit-4 / Tabn-4 103 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 101 %

Remarks : The Product conforms to ND/
[Ipnmeuanue: IIpomyKT cooTBETCTBYET Tpebosanuam HJT

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / Checked by /
INonroroenexo: Pravesh Rana IMpoeepeno: Rama Kant

| | Bt

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pyxosoaurens
Amit Kumar L

j\—— - /, -

Reprint Date /
Jara: 18.04.2025

Reprint Date /
Jarta: 18.04.2025

Reprint Date /
Jlata: 18.04.2025

rreddys.com
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CERTIFICATE OF ANALYSIS
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CEPTHOHKAT AHAJIM3A

QTS GYE.OGT

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Ketopos® Dxcnpecc (KeTopoak) TabJaeTKH, AHCIIeprupyemMblie B HON0CTH PTa, 10 mr

Market / PoiHok :Russia / Pocens

Batch No / ) Batch Quantity / _ 3600000 tab /

Cepusi Ne = Oo6nem ceprn " 3600000 Tab

Analytical Report No/ . 040002885305 Date of Analysis / . 18.04.2025

Ananuruaeckmii oTuer No JlaTa anann3a

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

Jdata npouzBoacTBa Tomen go

Mfg. License No. /

IIponssoacTeeHHAs : MNB/05/263 M e J ; A0 2R
Homep PY RU)

JTHIen3us Ne

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

PageS5of 9/ Crp.Su3z 9

No

Test / Iloka3zaTens
Ne

Results / PesynbTaThl

Specification / Hopma

6 Particle size distribution /
Huinepiaoiib

Complies / CooTsercTyeT

A uniform suspension passing through a
710 pm sleve 3 formed. S OOpusyeres
OIHOpOLHAst CYCTEH3Hs, NpPoXoasias
CKBO3h CHTO C pa3MepoM OTBEPCTHH
710 MKM.

7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-runpokcuaHanor

Below LOQ (LOQ = 0.0032 %)
{ Huwxe npenena
KOITHYECTBEHHOTO OTIpegeNeHH S

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

Conepalne BOAbI

KeTopoJiaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He Gonee 0,8 %,;
1-keToaHAOT KeTopoaKa
unidentified impurity / 0.02% not more than 0.5 %; / He Gonee 0,5 %;
eAMHWYHAas e
HeWaeHTHOUUpPOBaHAAs
npuMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa TIpUMecEr

8 Water content / 2.1% Not more than 7.0 %./

He Gosee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT cooTBeTCTBYET TpeboBaHMAM HJT

Conclusion : APPROVED /
Jaxmrouenne: OJJOBPEHO

Prepared by / Checked by /
Toarortoeneno: Pravesh Rana j [Mposepeno: Rama Kant
//

Ao

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykooaurens
Amit Kumar /\ L-/___

Reprint Date/~ T
JlaTa: 18.04.2025

Reprint Date /
Jlara: 18.04.2025

Reprint Date /
Jara: 18.04.2025

\2-337, Road No. 3
0 4400 2500, Fax: 491
CIN: LBE1R5AP

sarn Wilis, Hyderabad - 500034, Telangana, ndin

gon, Email mail@drroddys.com
1.CDB4507

wwedrredays.com




Dr.Reddy’s "_‘:‘.

CERTIFICATE OF ANALYSIS

i 9 N R B2 |
s Laporatoreas v

CEPTHOHKAT AHAJIH3A

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoaykr: Keropoa® Jxcnpece (keTopoaak) TabjieTkH, ANCHEprupyemMslie B MOJIOCTH PTa, womr

Market / Prinnog

:Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne g ZUEER O6sem cepun * 3600000 a6

Analytical Repoft No / . 040002885305 Date of Analysis / . 18.04.2025

AHaanriyecKHi oTHeT Ne Jara anannsa

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

Jara npoH3BOACTBA T'ogen no

Mfg. License No. /

IIpoussoncTBEHHAS : MNB/05/263 Maumber: / g LI ] O
Homep PY RU)

JHmen3nsa Ne —

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

&

Page 6 of 9/ Crp. 6 u3 9

I;‘:) Test / IlokazaTensb Results / PesynnTaTo Specification / Hopma

9 Residual solvents / OcTaTo4HbIE OPTAHNYECKUE PACTBOPHTETH =
Isopropyl alcohol / 05 pg/tab / Not more than 350 pg/tab. /
H3onponaHosn 05 mxr B Tabnerke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ MukpoGHonoruueckas YHcTOTA*
Total Aerobic Microbial l ’ " not more than 10* CFU/g; / —
Count / o61nee yncno NA ne Gonee 10° KOE/T;
a3pOBHLIX MUKpPO-
OpraHy3MoB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / of1ee YUCHO NA He Gonee 10° KOE/r;
APOXNOKEBBIX M TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /

orcyrcteueB 1T.

11 | Uniformity of dosage units/ 5.1 Acceplance value (4V) not more than
OaHOPOAHOCTE 15.0 Tloxazarens npuemnemocT (AV)
JO3ZHPOBAHHBIX €IHUHIL nomkeH OuTE He 6onee 15,0.

Remarks : The Product conforms to ND/
IMpumeuansne: Mpoayvkr cootsereryet Tpebosanuam HIL

Conclusion : APPROVED /
3axawuyenue: ONOBPEHO

Prepared by /
[Moarorosnero: Pravesh Rana f

Checked by /
TlposepeHo: Rama Kant

Juded™

Approved by: Manager/Executive /

Onobpero: Menenxep / PykoBonutenb

Amit Kumar L
[N\

==

—

Reprint Date /
Hara: 18.04.2025

Reprint Date/ |
Jlata: 18.04.2025

Reprint Date / I
JlaTa: 18.04.2025

Regisiered Office:

2-2-337, Road No. 2, Banjars Hills, Hyderabad - 500034, Telangzana, India
Tel: +971 10 1900 2900, Fax: +91 40 4300 2994, Email: mail@drreddys.com
CIN: L851985AP1434PLCO04507

www.dfreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Jxenpece (keropoaak) TabaeTikn, ARCHEPrHpyeMble B MOJ0CTH PTA, 10 mr »

| Market / Peinox :Russia / Pocens
Batch No / : Batch Quantity / . 3600000 tab /
Cepus Ne A28 R OGbem cepin * 3600000 126 ]
Analytical Repovrt No/ . 040002885305 Date of Analysis / . 18.04.2025
AHanuTndeckmii oTyer Ne JlaTa anannia !
Date of Manufacture / . 03/2025 ; Date of Expiry / . 02/2027
HMara npousBogcTea Toaen o =
Mfg, License No. / .
IIpounssoacTBeHHANA : MNB/05/263 M numiher: / : JII-N2(004669)-(PT-

Homep PY RU)

JHUeHzHsa Ne .

Analysis performed according ND: / Anaaus nposeaen no HJI: JITE-Ne(004669)-(PI'-RU)-190224 ey
Page 70f 9/ Cip.7n3 9

l;f Test / [TokazaTens Results / Peayabratsl Specification / Hopma
12 Assay / KonuywecTBeHnOR 9.9mg /9.9 mr From 9.0 mg to 11.0 mg of
onpejeJieHue (99.3 %) CisH3sNO3+C4H [ 1NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 mr 1o
11,0 Mr CsH;3NO3+C4H |1 NO,
(xetoponaka TpoMeramut) (oT 90,0 no
110,0 % oT 3asBNEHHOr0 KONUUECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab. /
content / CoacpxaHne 0.0942 Mr B Tabnerke He menee 0,042 Mr B Tabnerke.
6yTHATHAPOKCHAHHK30/14
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onncasne ynaxoBKH (PA/AL/PE : with | desiccant/HDPE) foit // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with palient | in u curlon puck. / ITo 10 Tabnetox B
information leaflet in a carton | 6aucrepe u3 (MAVATIIID c
pack. / Ilo 10 TaGnetox B | BraronormotureneM/IISBIT) donsru //
goncrepe w3 (ITA/AJ/TID ¢ | (IID/AJD) donery. To 1 unu 2 Gaictepa
snaronorgorntenem/TISBIT) BMeECTe ¢ NIHCTKOM-BKNAABILIEM B TAyKy
donsru // (IID/AJ1) ¢onsru. Tlo | KapTOHHYIO,
2 fnucrepa BMeECTe C JIMCTKOM-
BKJIa AbILIEM B [a4Ky
KapTOHHY1O.
Remarks : The Product confonms to ND/ Conclusion : APPROVED /
Ipumeuanne: ITponykT coorBeTcTBYeT Tpetosannam HJJ 3axmoyenne: OJOBPEHO
Prepared by / » | Checked by / Approved by: Manager/Executive /
TMoprorosneno: Pravesh Rana | ~ | IlpoeepeHo: Rama Kant Ono6pero: Menemxep / Pykosqaurens
Y QM Amit Kumar N —
~ bl J
Reprint Date / Reprint Date/ | Reprint Date / h
Hara: 18.04.2025 Hara: 18.04.2025 Hara: 18.04.2025
Registered Cifice: 8-2-337, Road He. 3, Sanjara Hills, Hyderabad - 500034, Telangans, Indis

aga, Email: mail@drreddys.com

Tel: 4393 a0 1903 2900, Fax: +81 4038
CIN: L85185AP1Y34PLCO0:507
wwiidrreddys com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

TIpoaykr: Keropon® Ikcnpecc (xeropoaax) rabnerxu, AHeneprupyeMble B 0010CTH pra,10mr
Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / . 3600000 tab /
Cepus Ne 220000 - O6bem cepHu " 3600000 Ta6
Analytical RepOIt No/ - 040002885305 Date of Analysis / . 18.04.2025
AHaTHTHYECKHIH oTueT Ne Jara ananu3a s
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JaTa npon3BoacTBa T'onen g0 — -
Mfg. License No./ X .
Ipon3poacrBennan : MNB/05/263 bl : LT ONR R

Homep PY RU)

IHueH3nsa Ne

| Analysis performed according ND: / Aunazms nposenen mo HJI: JITI-N2(004669)-(PI'-RU)- -190224 T

) Page 8 0of9/Crp. 813 9
* When the drug product is veleased, the quality control for Microbiological Purity is performed for one batch in

every 20 batches or one batch per year whichever is more,
* [Ipn BRIDYCKE JIEKAPCTBEHHOr0 NPENapara KOHTPO/Ib KauecTBa MO MOKa3aTe1o «MukpoGuonornyecKan

YHCTOTA» NPOBOAHTCH ANsA xaxaoi 20-oit CEpHH, HJTH IJIA oaHoO# cepvy B roR, B 3aBHCHMOCTH OT TOrQ, 4TO
HACTYITMT paHbLIE.

Ketorolac tromethamine / Keroponaka TpoMeTamiH

API name / HanmenoBauue ADC:
INN / MHH: | Ketorolac / Keroponak Sosiel s ms
API manufacturer batch number / ABRE008106

Homep cepun npomzsoautensa ADC:

FP Manufacturer API Batch number /
Homep cepun cyOCTAHIMH NPOH3BOAHTENS
j ) (o

API Manufactured by & country /
IIponzeogurens APC, crpana:

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

HanmeHnosanue, agpec, THIEH3HA 1A
ITpow3sBoACTBEHHARA NIOLIANKA / IL1omagka
KOHTPOJA Ka4decrba / [Inomaaka BpImycKa

FERA00613

Dr. Reddy's Laboratories Ltd., India /
JI-p Peanu'c Jla6oparopwuc Jln., Uunus
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 Pennu’c Jlaboparopuc Jita., Unaus, llponseoacTeenHoe
nofpasaenenue-6, Brn. Kxoss, Hanarapx Poyn, Bajan, JJUucTpHKT

Conan, X.J1., 173205, Bupus (nuuensus 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/ Conclusion : APPROVED /
Ipumeyanue: [Ipooykt coorse'rcmyer Tpeboranuam HJJ 3axmouenue: OJIOGPEHO
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Dr. Reddy's Laboratories Lid,

Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTIM3A

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablcts 10 mg
IIponykr: Ketopos® Dxcnpece (keToposiak) TabieTkH, gncneprupyessie 8 noaocrn pra, 10 mr
Market / Poisok :Russia / Poccus
Batch No / : Batch Quantity / 3600000 tab /
Cepua Ne UZBUER O6nem cepun * 3600000 Tab
Analytical Repo:rt No/ . 040002885305 Date of Analysis / . 18.04.2025
ARagnruvecknii orger Ne JlaTa aHanu3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jlata npou3BocTRa | Tonen no
Mfg. License No. /
TIponsBoacTBEHHAR : MNB/05/263 - MA number: / : m_N'(004669)-(Pr'
Homep PY RU)
JHNcHInA Ne ]
| Analysis performed according ND: / Ananans nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224 o ol
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product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aK/II0UeHHE 0 COOTBETCTBHH: «HacToAMMUM 1 HOATBEPXAAL0, YTO MPHBEAEHHAS BEIIE MHPOPMALHS ABJISETCA
JIOCTOBEPHOH M TOYHOH. DTa CepHs MPOAYKUWMH NpOM3BeAeHa (BKIMOYas YNaKOBKY (MapKHPOBKY) M KOHTPOJIb
KadecTBa) Ha BBINIEYKA3aHHOM [POM3BOACTBEHHOH mUomanake (IJIOIaJKax) B IIOMHOM COOTBETCTBHH C
Tpefosanmamu [Ipasui Hamexameil TpOM3BOACTBEHHOM NpakTHKH EBpasHiCKOro KOHOMUYECKOro COr03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) 1 TpeboBaHUAMH KOHTPOJIS KaYeCTBa JIEKapCTBEHHEIX CPEIICTB,
a TaKKe B COOTBETCTBHH CO CIENMGHKAIUAMHE, COAEPXKALIUMHCS B PETHCTPAIIMOHIOM A0ChE CTPaHBI-UMIIOPTEPA.
3amucH 110 IIPOK3BO/ICTRY, YIAKOBKE H AHATH3Y IPOBEPEHBL, X YCTAHOBIIEHO HX COOTBETCTBHE TpebosanuaM IIpasun
HajJIexaumei Ipou3BOACTBEHHOM NpakTHKH EBpasHiCKOro 3KOHOMHYECKOT0 COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumenanume: [poaykr coorsercrayer tpebosanmsm HI 3akmouenne: OIOBPEHO
Prepared by / .| Checked by / Approved by: Manager/Executive /
[loarotorneHo: Pravesh Rana [/ Tpopepeno: Rama Kant OnoGpeuo: Menemxep / Pykopogutent
w Amit Kumar Mo S

/
Reprint Date / Reprint Date/ ! Reprint Date/ '
Jata: 18.04.2025 Jara: 18.04.2025 Jara: 18.04.2025
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