Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®HUKAT AHAJIM3A

ol edvg e ~
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

ITpoayxt: Keropon® Ikcnpecc (keToponiak) Ta6aeTKH, JHCIEPrHpyemMble B MOJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / ~ 3600000 tab /
Cepus Ne k V2402133 O6neM cepun " 3600000 Tab
Analytical Repovrt No/ - 040002697581 Date of Analysis / . 9310.2024
AHanuTngecknit oruyer Ne JlaTa aHa/IH3a
Date of Manufacture / - 09/2004 Date of Expiry / . 08/2026
Jarta npon3BoacTBa T'oxen no
Sig; Ticente No; / _ MA number: /  JITI-Ne(004669)~(PT-
ITpouzBoacTBeHHASN : MNB/05/263 :

Homep PY RU)
JuneH3ns Ne

Analysis performed according ND:

/ Ananns nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page10f9/Crp.1 u3 9

tablets with "|" debossed on one
side. / Kpyrable niockue
TabneTku ¢ packoii, cCBETNO-
KEJITOTO 1IBETA C TPABUPOBKOH
«l» Ha omHOM CTOpOHE.

%0 Test / [lokazaTens Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrisie
miockue Tabnetkd ¢ ¢ackoil, cBerno-
KEJTOro 1{BeTa C TPaBUPOBKOH «l» Ha
OJIHOH CTOpOHE.

2 Identification / Unentud

HKaUMuA

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnekTphl MOTNOLICHHUS
UCIMIBITYEMOr0  pacTBopa W pacTBopa
CTaHmapTHOro  ofpa3la  KeTopoJjaka
TpOMeTaMHuHa JIOJDKHEI HUMeEThb
MakCUMYMBbl IIPU OJHOUW M TOH XKe IUTHHE
BOJIHBI (* 2 HM).

Remarks : The Product conforms to

ND/

ITpumeuanue: IIpogykt cooTBercTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
Sakmwuenne: OJJIOBPEHO

Jara: 23.10.2024

Jara: 23.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Ankit ﬁ) ITporepeno: Rama Kant Onobpeno: Menemkep / PykoBoguressb
y Amit Kumar .
9} P [X(\\ -
Reprint Date / Reprint Date/ Reprint Date / '

Jara: 23.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +91 45 4960 2900, Fax: +51 40 4900 2955, Ernail: maii@drreadys com
CIN: L85195AP1954PLCO04EQT7

wvdreeddys.com



Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacdi,
Distt. Solan, H.P., 173 205, INDia
Tzl +91 98166 56001-02

v drieddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Jxenpece (keroponak) TabeTkn, Aucneprupyembie B oJ10CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne : V2402185 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002697581 Date of Analysis / - 23102024

AHaJHTHYECKHH oTueT No JlaTa anann3a

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2026

JlaTta npoH3BojcTBa T'open no

Mfg. License No. / . .

Ipon3pogcreennas : MNB/05/263 MA number: / . JILI-Ne(004669)-(PT-
Homep PY RU)

guanenszns Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page2 of9/Crp.2 w39

No
No

Test / Iloka3aTen

Results / PesyabTaThl

Specification / Hopma

Complies / CooTBeTcTBYET

ketorolac tromethamine standard solution

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of

(Assay section). / BpeMs ynepxuBaHus
OCHOBHOTO MHKa Ha XpoMaTorpaMmme
HCIILITYEMOTO pactBopa JLOJIKHO
COOTBETCTBOBATh BPEMEHH YIEPKHBAHUS
OCHOBHOTO [MKa Ha XpomaTorpamme
pactBopa CTaHAAPTHOTO obpaslia
KeTopoJiaka  TpomeTramuHa  (pasmen
«KonuuecTBeHHOE OTIpeIe/ICHHEY).

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYeET TpeboBanuam HJ|

Conclusion : APPROVED /
3axmouyenne: ONOBPEHO

Prepared by /

IToarororneHo: Ankit ‘
A _—

Checked by /
[Iposepeno: Rama Kant,

Qoo

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresns
Amit Kumar | < b

Jf\-w S

Reprint Date /
Hara: 23.10.2024

Reprint Date /
Jata: 23.10.2024

Reprint Date /
Jara: 23.10.2024

Registerad Cifice: 3-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: #2110 18C0 2900, Tae 19140 4900 2099, Lrnail: meii@ dired-lya. caom
CIN: L35185AP1984PLCO245NT

wwvedrreddvs com
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Dr. Reddy's Lahoratories Ltd.
Formulation Unit-6
Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDjA
CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUDOUKAT AHAJIN3A WWW.ArT eddys.com

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Iponyxr: Keropoa® dxenpece (keTopoiak) TabaeTKH, AHCHEPrUpyeMble B N0JI0CTH pTa, 10 Mr

Market / PoiaoK :Russia / Poccus
Batch No / ] Batch Quantity / 3600000 tab /
Cepnn Ne a e eien O0Bem cepun " 3600000 Tab
Analytical Report No/ - 040002697581 Date of Analysis / . 9310.2024
AHanuTnyecknii oTuer Ne JaTa aHanu3a
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jarta nponsBoAcTBa I'onen go
LS s puagNog/ , MA number: /  JITI-Ne(004669)-(PT -
IIpousBoxcTReHHAn : MNB/05/263 :

Homep PY RU)
Juanensnug Ne

Analysis performed according ND:

/ Ananms nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page3 of 9/Crp.3 u3 9

No

Ne Test / [loka3arenn Results / PeayabTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunaudpoxcuarnuzon 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
yICpPXUBaHUS MMHKOB
2-0yTWIrnApOKCHaHHU301a u
3-OyTUNrUApOKCHAHH301a Ha

XpoMaTOorpaMMe HUCIBITYEMOI0 pacTBOpa
JNOJDKHBI  COOTBETCTBOBATH BPEMCHAM

yIep>KUBaHUS MHUKOB
2-0yTHITHIPOKCHAHH30.1a 1
3-0y THITHIPOKCHAHH30.1a Ha

XpoMaTorpaMMme pacTBOpa CTAaHAAPTHOTO
obpasua 6yTHUArHAPOKCHAHU30MA (pa3en
«CopaepxaHue
OYTUNTHAPOKCHAHU30J1a)).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpogykT cooTBeTcTBYET Tpeboranusm HJI 3axawyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Ankit /) ITpoepeno: Rama Kant OpnobpeHo: Menemxkep / PykoBonurensb

ﬂ — %}J Q\@\‘}* Amit Kumar /X( —

= —

Reprint Date / Reprint Date / L Reprint Date/
Jara: 23.10.2024 Harta: 23.10.2024 Hara: 23.10.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Ryderabad - 500034, Telangana, India

Tel:

197 4G 19C0 2900, e 191 40 4900 2999, Cmail: maii@drrcddys.comm
CIN: L85195AP1984PLCOO4507
wwvedrreddys com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02

CEPTUDOUKAT AHAJIN3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Ikcnpecc (keTopoaax) Ta6aerku, AHCHEprupyeMble B NOJI0CTH pTa, 10 Mr

Market / Prisok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2402133 O0bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002697581 Date of Analysis / - 23.10.2024

AnanuTHdeckHii oTyer No Jara agannsa

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2026

JaTa npoM3BoACTBA I'ogen xo

Mfg. License No. / . .

Ipon3BoacTBEnHas : MNB/05/263 SO . JIII-Ne(004669)~(PT-
Homep PY RU)

anuensus Ne

| Analysis performed according ND: / Anaans nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page40of9/Crp.4m39

ﬁ.(: Test / [lokasaTenb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeanss 69.8 mg / 69.8 Mr 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 %;
OaHOPOIHOCTH MaCChI 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonee = 10 %;
2/20 tabnetok — He 6onee + 20 %.
4 Disintegration time / 0 min 27 sec /0 MmuH 27 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemoctn
5 Dissolution / PacTeopenne Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
. Ci5H13NO3+C4H | 1NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 99 % 75 % Q Ci5sH13NO3+*C4H1NO;3
. (keToponaka TpOMETaMuH) yepe3 15 MUH.
Unit-4 / Ta6n-4 98 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 98 %

Remarks : The Product conforms to ND/
[pumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmawuenne: OJOGPEHO

Prepared by / N Checked by /
IMoarororneno: Ankit ﬁ/ ITpoBepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Amit Kumar AL e

JII "“/

Reprint Date /
Jara: 23.10.2024

Reprint Date /
Jata: 23.10.2024

Reprint Date / !

Hara: 23.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, Indiz
Tel: +91 10 49C0 2900, Fax: +91 40 4900 29595, Ernail: maii@drredys corn
CIN: L85195AP1954PLCOY4507
wyawdrreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bacidi,
Distt. Solan, H.P., 173 205, IND|A
Tol 1 +91 98166 £6001-02

CEPTUOUKAT AHAJIU3A
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Product : Ketorol Express (ketorolac) Orally Disintegratir;g Tablets 10 mg
Ipoaykr: Keropos® Drenpece (xeTOpo.IaK) TabJIeTKH, AUCIIEPrHpyeMble B I0J10CTH pTa, 10 Mr

Market / Poinor :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne R V2L O0BeM cepHH " 3600000 tab

Analytical Repo:‘t No/ . 040002697581 Date of Analysis / . 13102024

AHaauTHYecKHH oTueT No Jlara anaau3za

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

JaTa npou3BoacTBa I'oxen no

Mfg. License No. / ) . T

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

aanenzus Ne

Analysis performed according ND: / Ananau3 npoeegen no HJI: JIII-Ne(004669)-(PT'-RU)-190224

PageS5of 9/ Crp. 5 u3 9

1}00 Test / [lokasaTeanb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 um sieve is formed. / OOpa3syercs
ONMHOpPONHAsA CYCNEH3Ws, MPOXOIsIas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MxM.

7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruopoxcuananor

/ Huxe npegena

Below LOQ (LOQ = 0.0032 %)

KOJMYECTBEHHOTO ONPEAENIEHUA

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

Couepmaﬂne BOAbI

KeTopoJiaka (TTKO = 0.0032 %)
1-keto analog of ketorolac / not more than 0.8 %; / e 6onee 0,8 %;
1-KeToaHanor KeToponaka 0.12%
unidentified impurity / not more than 0.5 %; / ne 6onee 0,5 %;
€IUHAYHAS 0.01%
HeUJeHTHPUIIHPOBaHHAS
MPUMECH
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa npumeceH

8 Water content / 2.8% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykr cooTBeTcTBYeT TpedoBaHusaM HJJ

Conclusion : APPROVED /
3akarwuenue: OJOBPEHO

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

Hoxaroroeneno: Ankit /\ [Ipoeepeno: Rama Kant Onobpeno: Menemxep / Pykosoaurens
v } e CQNGK Amit Kumar _n e

Reprint Date / Reprint Date / ' Reprint Date / )

Hara: 23.10.2024 Hara: 23.10.2024 Hara: 23.10.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India

Tal: +Q1 10 1860 2600, Fars 191 40 1900 2902, Cmoil: meii@drreddyz com
CIN: L85195AP1984PLCOOAS0G7
wawvdrredavs com



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

Se
) LY ) Viil. Kiol, Nalagarh Road, Baddi
Dr. Reddy S q_. Distt. Solan, H.P., 173 205, INDIa
CERTIFICATE OF ANALYSIS Tel +9|1 98166 56001-02
CEPTUDHKAT AHAJIN3A www.drreddys.coin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcnpece (keroponak) TabaeTkH, AHCIIEPrHpyeMble B MOJI0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus ]
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne Jeay O06bem cepun " 3600000 Tab
Analytical Report No/ - 040002697581 Date of Analysis / - 93.10.2024
Ananurudeckuii oryer Ne JlaTa ananuza
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JlaTa npou3BoacTBa T'onen o
o &; TELCEREE Nogl | MA number: / - JTII-Ne(004669)-(PT-
IIponszBoacTBeHHAsN : MNB/05/263 !

Homep PY RU)
Januenzusa Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 m3 9

No

No Test / IToka3zaTenn Results / PesyabTaTsl Specification / Hopma
9 Residual solvents / OcTaTouHbIe OpraHuyYecKHe pacTBOPHTEIH
Isopropyl alcohol / 14 pg/tab / Not more than 350 pg/tab. /
H3onponaHon 14 Mkr B Tabnerke He 6onee 350 mkr B Tabnetke.

10 | Microbiological purity*/ Mukpoduonornueckasi yuerora*

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / o611iee 4ucIIO He Gonee 10° KOE/r;
a3pOOHBIX MHUKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / obriee 4ucIO He 6onee 10> KOE/r;
IPOXOKEBBIX M TLIECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 Uniformity of dosage units / 6.8 Acceptance value (4V) not more than
OaHopoAHOCTD 15.0 TNoxka3arens npuemnemMocTH (4V)
J03MPOBAHHBIX €AMHHL nomxeH ObITh He Gonee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebopanusm HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonroroeneno: Ankit f [Ipoeepeno: Rama Kant Onobpeno: Menemxep / PykoBoaurens
/ /ﬂ/ i\f Amit Kumar [
Reprint Date / Reprint Date / ‘ Reprint Date /
Hata: 23.10.2024 Jara: 23.10.2024 Jara: 23.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +61 4G 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@dried-dys.com
CIN: L85195AP1984PLCO04507
wwwydrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

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

Viil. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98156 56001-02
www.direddys.com

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

ITpoaykr: Keropon® Dxenpece (keroposiak) TabieTKH, AUCEPrUpyeMble B MOJIOCTH pTa, 10 Mr

Market / Peirox :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepnsi Ne £ V2402133 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002697581 Date of Analysis / - 93102024

AHajinTHYecKHH oTueT Ne Jlara anaausa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara npousBoacTBa T'ogen 10

Mfg. License No. / . o

IpousBoACTBEHHAS : MNB/05/263 MAnumbexy) g HIENR(OUSC0D)= (b
Homep PY RU)

JauueHsus Ne

Analysis performed according ND: / Ananm3 nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 70f9/Crp. 7 u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6nucrepe w3 (ITA/AJITID ¢
Braromnornotutenem/ITOBIT)
¢onsru // (II3/AJI) donsru. Ilo
2 6nucrepa BMECTE C JIMCTKOM-
BKJIAJIBILIIEM B nayky
KapTOHHYIO.

NN:) Test / Iloka3zaTenb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KonnuecTBeHHOe 9.8 mg /9.8 mMr From 9.0mg to 11.0 mg of
onpegesenue (97.6 %) CsH13NO3+C4H [ INOs3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 Mr CisHi3NO3*CsH | NOs
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3adBiIE€HHOTO KOJIUYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0999 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxxaHHe 0.0999 mr B TabneTke He menee 0,042 mr B TabneTke.
OyTHJITHAPOKCHAHH30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue 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 TabneTok B
onucrepe
Braronornorutenem/[19BI1) donbru //
(IT3/AJ1) donbru. Ilo 1 wnn 2 6nuctepa
BMECTE C JINCTKOM-BKIIAJBILIEM B [ayKy
KapTOHHYIO.

U3 (TTA/AJUTID ¢

Remarks : The Product conforms to ND/

ITpumeuanue: IlpogykT cooTBeTCcTRYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
ITonrorosneno: Ankit ff/
_I.'{;.r -

(o

Checked by /
I[Tposepeno: Rama Kant

Qw\f\-‘iﬁ

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykoBonurenb

Amit Kumar /‘S/ ;

Reprint Date /
Hara: 23.10.2024

Reprint Date /
Jlara: 23.10.2024

Reprint Date / !

Jlara: 23.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4960 2900, Fax: <91 40 41900 2998, Ernail: maii@drreddys. com
CIN: L85195AP1984PLCO04507

wyvndrreddys.com




Dr.Reddy’s ":‘

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, +.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tol 1 +91 98166 56001-02
CEPTHO®VKAT AHAJIU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hponyxr: Keropoa® Jkenpecc (keTopo.iak) Tabiierku, AucneprupyemMble B M0J0CTH pTa, 10 Mr
Market / Prinok :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepusi Ne % V2402133 Oo0beM cepun * 3600000 Tab
Analytical Repovrt No/ . 040002697581 Date of Analysis / . 9310.2024
AHajquTHYecKHi oTyeTr No JlaTa ananu3za
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2026
JlaTta npousBoacTBa T'open xo
Mifg. License No. / ‘ MA number: / . JIXL-Ne(004669)~(PT-
IIpousBoacrBeHHan : MNB/05/263 :
Homep PY RU)
Juuen3ust Ne
Analysis performed according ND: / Ananus nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page8 of 9/ Crp. 8 n3 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.

* le(l BBINMYCKeE JICKAPCTBEHHOI'O Npenapata KOHTPOJIb Ka4e€CTBa 110 MOKa3aTe110 «MHKpOﬁMOJ’lOFH‘ICCKaﬂ
YUCTOTa» NMPOBOAHTCH AJIAA Kaaoi 20-oif CepuMH, WJIN AJIs OHOIA C€pUU B Iojl, B 3aBUCUMOCTH OT TOIO0, YTO

HACTYNMUT paHblIeE.

API name / Hanmenopanne APC: Ketorolac tromethamine / KeToposaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepun npoussoautenasa ADC: LIS

FP Manufacturer API Batch number /

Howmep cepnn cyGcTaHIHH NPOH3BOAHTENA FERA00457

I'J1®:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouzsoaurtenns APC, crpana: H-p Pennu'c Jlaboparopuc Jlta., Unans

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) /

Haumenosanmue, aapec, JIHIEH3HA IS H-p Pennwn’c Jlaboparopuc JIta., Unnous, [IponssoacteeHHoe
IIponzBoacTeennas naomanka / Ilnomaaka nonpasgenenre-6, Bunn. Kxons, Hanarapx Poyn, banau, Juctpukr
KOHTPOJIA KadecTsa / Tlnomaaka BLINycKa Conan, X.I1., 173205, Uugus (nmuuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilponykt cooTBeTcTBYET TpeboBanuam HJT 3akarouenne: OJOBPEHO
Prepared by / 9 Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ankit /.f,_?-' | IIposepeno: Rama Kant Onobpeno: Meunemxep / PykoBonurens
s , Amit Kumar G
{/ - { / /x( P
Reprint Date / Reprint Date / Reprint Date / Y
Hara: 23.10.2024 Jara: 23.10.2024 Hara: 23.10.2024

Registered Cfiice: 3-2-3

7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz

3
Tel: 491 40 4900 2300, Fax: #9140 4900 2998, Email: maii@drreddys cora
CIN: [S5195AP198PLC0O04507

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

@e
/ ‘.. viil. Khol, Nalagarh Road, Badidi
Dr‘ Reddy ) s Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTUOUKAT AHAJTH3A BRI FrEU d VS ECR

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
IIpoaykr: Keropoa® Dkcenpece (keroposak) Tabaerkn, AMCneprupyemble B M0JI0CTH pTa, 10 Mr __|

Market / PriHOK :Russia / Poccus

Batch No / - V2402133 Batch Quantity / 3600000 tab /

Cepnsn Ne ) O6nem cepun " 3600000 Tab

Analytical Repourt No/ - 040002697581 Date of Analysis / . 23102024

AHanuTHUYeCKHH oTyeT Ne Jara ananusza

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2026

Jata nporsBoacTBa Togen xo

i gLRicem s _ MA number: / . JII-Ne(004669)~(PT -

IMponszBoacreeHHas : MNB/05/263 !

Homep PY RU)
JaAnen3us Ne
Analysis performed according ND: / Anaans npopeaen mo HJI: JII-Ne(004669)-(PT'-RU)-190224
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Declaration of certification: « 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.
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».

3akJ04eHHe 0 cOOTBeTcTBHHU: «HacTosAmuM s moaTBep)XAaro, YTO IpUBEICHHAs BhIe HHGOpMAIUs SBISIETCS
JOCTOBEPHOM M TOYHOM. DTa cepusi MPOAYKIHH NpoU3BeneHa (BKIIOYAst YNAKOBKY (MapKHpPOBKY) M KOHTDOJIb
Ka4yecTBa) Ha BHINIEYKa3aHHON TPOW3BOJCTBEHHOW IUIOMAAKe (IUIOINAAKaX) B IIOJIHOM COOTBETCTBHHM C
TpeboBanusaMu [IpaBui Ha/UTeXxaiedl IPOr3BOJCTBEHHOM NMpaKTHKU EBpasuiickoro sKoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) u TpeOoBaHUAMH KOHTPOJIS Ka4eCTBA IEKAPCTBCHHEIX CPENICTB,
a TAK)Ke B COOTBETCTBHH CO CIEIM(PUKAIUAMH, COACPKAIMIUMHUCSI B PETUCTPALHOHHOM JIOCHE CTPaHbI-UMIIOPTEPA.
3armcy 110 IPOU3BOCTBY, YIIAKOBKE U aHATH3Y IIPOBEPEHE], U YCTAHOBJIEHO HX COOTBETCTBHE TpeOoBaHusaM IIpaBui
HazIeXaIlei mpou3BOICTBEHHOHN NMpakTUKH EBpa3zuiickoro SKOHOMHYECKOTO COO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI 3akmwuenune: OJOBPEHO
Prepared by / P Checked by / Approved by: Manager/Executive /
[Monroroeneno: Ankit /) Z IMpoeepeno: Rama Kant Onob6peHo: Menemxep / PyIECEOI[HTeJ'[L
il Amit Kumar
% g p”
Reprint Date / Reprint Date / o Reprint Date / ¥
Jara: 23.10.2024 Hara: 23.10.2024 Hara: 23.10.2024

Registered Cftice: §-2-337, Road No. 3, Banjara Hills, hyderabad - 500034, Telangang, India
Tol: +01 40 49G0 2900, Fax: +%1 40 4900 2999, Email: mali@drieddys corn
CIN: L8S195AP1984PLIL04507
wwyedrreddys.com



