Dr.Reddy’s ‘,‘:"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,
Formulation Unit-5

I Khoi, Nalagarh Poad, Bacig,

riatt Solan, H.P, 173 205, INDIA

CEPTHO®HKAT AHAJIUA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Dxcnpecc (keTopoiak) Ta6eTKH, THCIEprupyemMbice B HOJoCTH pTa, 10 mr

Market / PeiHOK :Russia / Poccus

Batch No / - Batch Quantity / 3600000 tab / ]
Cepua Ne R O6bem cepHH " 3600000 126

Analytical Repovrt No/ . 040002734212 Date of Analysis / . 22.11.2024
AHMHTnﬂecKﬂH oT4yer No JlaTa aHAaJIA3A

Date of Manufacture / . 11/2024 Date of Expiry/ . 10/2026

JaTa npousBoacTBa Topen xo :

Mfg. License No. /

IIponzsoncreeHHas : MNB/05/263 ]I\i/IA nm;;’,er' 4 : ggmwo%@) g0
JAuen3us Ne omep

Analysis performed according ND: / Anainz npoeegen no HJI; JII-Ne(004669)-(PT'-RU)-190224

Page1 of9/Crp. 1839

No

N Test / lToxasaTenn

Results / Pe3ynbTaTbl

Specification / Hopma

1 Description / Onucaune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrikie miockue
TabneTky c ackoii, cBETNO-
JKENTOTO LiBETa C TPaBHPOBKOK
«l» Ha 0gHOH cTOpOHE.

2 Xdentification / HnenThdnkauns

Light yellow round flat beveled tablets |
with "|" debossed on one side. / Kpyrmsie
mnockue Tabnetku ¢ dackoif, cBeTiO-
KENTOro LBeTa C rpaBUpOBKOH «I» Ha
onHOM cTopoHe.

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / YO®-cnekTpsl NOrIOIEHUS
HCIBITYEMOrO pacTBOpa M pacTBopa
cTaHmapTHoro  obpaslia  KeTopofaka
TpOMETaMHHa LOTDKHBI HMMETh
MaKCUMYMH pY OJTHOMH U To# Xe MIHHE
BOJIHBI (* 2 HM).

Remarks : The Product conforms to ND/

ITpumeuanue: IIponyKT cooTBeTCTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3axmouenne: QJOBPEHO

Prepared by / Checked by / Approved by: Manager/Execyitive /
TIoarororneno: Santosh Kuma . ITposepeHo: Paw_.jgan Kumar Ono6peno: Menemuep / Pykppomintiie
Maurya ﬁ )" Abhishek Chauhan .
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Hara: 22.11.2024 Hara: 22.11.2024

Regisizrad Oflice




Dr.Reddy’s ":0'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Lanoratories Lid
Formulaticn Unit-6

Vitl. Khot, Nalagarh Road, Baccl,
Disth. Solan, H.P, 173 285, INDIA
Tzl #9491 98164 56001-02

CEPTHOHKAT AHAJTA3A

wwvecireddys.com

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

IMpoaykr: Keropon® Dxenpece (keToposak) Tabierki, Auciepripyeiie B NOJOCTH pra, 10 Mr

——

Market / Ppinok :Russia / Poccns

Batch No / . Batch Quantity / _ 3600000 tab /

Cepusa Ne | VRS O6beM cepun 3600000 Tab
Analytical Repourt No/ . 040002734212 Date of Analysis / . 22.11.2024
AHammTHyeckrii oTyer Ne JlaTa anayu3a

Date of Manufacture / 11/2024 Date of Expiry / . 10/2026

JaTa npon3BoAcTBA Touen g0

Mfg. License No./

IIpoussogcTBennas : MNB/05/263 II\_I/IA nur}r)ﬂ;’er./ : JRIH_NQ(004669)_(PF“
gunensus Ne omep 0

Analysis performed according ND: / Anaaus nposeaesn mo HJL: JITI-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp.2 w3 9

No

Test / [lokazaTens
Ne

Results / Pe3ynbTaThl

Specification / Hopma

Complies / CooTBEeTCTBYET

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 yaepXHBaHWsA
OCHOBHOLO IIMKa Ha XpoMaTorpamme
HCLULITYEMOLO pacrsopa JODKHO
COOTBETCTBOBATh BPEMEHM YAEPKHUBaHHs

OCHOBHOTO [MKa Ha XpoMaTorpamme
pacTBopa  CTaHOapTHOTO obpasia
KeToponaka  TpomeTamu#a  (pasgen

«KoanuecTeeHHOE OTpENEEHHeR).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanne: TponykT cooTBeTcTRYET TpeboBanuam HJl 3axsrodenne: OJTOGPEHO |
Prepared by / Checked by / Approved by: Manager/Exgeutive /
IToaroroeiieno: Santosh K ITposepeno: Pawan Kumar Onobpeno: Menemxep / P KOBO/UHjeNE
Maurya ( /§} /}’; Abhishek Chauhan —
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Jara: 22.11.2024 Jlata: 22.11.2024

Registerud 2ifice- 8-2-237,

SAPINSAP

wyywdereddys, o

Road Wo. 3, Banjara Hills, Hyderakad 500024, Telangana, India
mallidreddys.com




Dr.Reddy’s ‘;..‘

CERTIFICATE OF ANALYSIS el

Dr. Reddy's Laboratories (id.
Formulation Unit-G

Vil Khol, Naiag oad, Bagidii,
Diste. Solan, #.0., 175 205, fD]_\

CEPTHOHKAT AHAJIM3A

wvoaneg di

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon® kenpece (Keroponak) Tabuerkn, Ancneprupyemsie B noyocrn pra, 10 mr

Market / Puinok :Russia / Poccns

Batch No / 7 Batch Quantity / . 3600000 tab /

Cepnsa Ne o O6BeM cepHn " 3600000 Tab

:nalytlcal Report No / . 040002734212 Date of Analysis / . 92.11.2024
HAJMTHYECKHIH oTyeT Ne JlaTa ananusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

IaTa npon3BoacTBa Tonen no

Mfg. License No. / v

IIponssoacrBenHas : MNB/05/263 gA nurlr)n;)’er. / ! i{I[I—Ne(004669)-(PF-

Juienzus Ne omep V)

Analysis performed according ND: / Ananus nposeaen no HII: JITX-Ne(004669)-(PT-RU)-190224

Page30f9/Cip.3n3 9

No

No Test / Ilokazaress Results / PesyabTaTh! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2=
Bymunzuopoxcuanuson 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
yICPKHBAHUSA FINKOB
2-6yTUNTUAPOKCHAHM30M1A U
3-6yTHArHAPOKCHAHHN3011a Ha
XpOMaTOrpaMMe HCIHBITYEMOrO pacTeopa
LOKHEI  COOTBETCTBOBATh ~ BPEMEHAM
yAepKUBAHAS TIHKOB
2-6yTHITHAPOKCUAHHU30/14 "
3-6y THArHAPOKCHaHM30TIa Ha

XpOMaTOrpaMMe pacTBopa CTaHAAPTHOrO
o6pazua 6yTHarHapoKcHanizoa (pasaen
«Conepxxanue
SYTHIITHAPOKCHAHII04Y).

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykr cooTeeTcTByeT Tpebopanuam HJI -

Conclusion : APPROVED /
Zakawoucune; OJOBPEHP .

Prepared by /

IMoarororneno: Santosh Ku

Maurya (

Checked by /
IIporepeHo: I_’,z)lwan Kumar

A

Approved by: ManngerfEm utive /iy
OnoGpeno: Menemxkep / P}
Abhishek Chauhan L,

£11h

Reprint Date /
Hara: 22.11.2024

Reprint Date/
JlaTa: 22.11.2024

Reprint Date /
Hara:

22.11.2024

Rogisteied 2fiive:

Tang, Indin




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories |id
Formulation Unit-0

Vil Khel, Maiagarh Rosa, B

Dizit Soia

CEPTU®UKAT AHAJTIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keroposn® Dxcnpece (keropoaax) TabieTkn, HcneprapyemMpie B NOJIOCTH T4, 10 mr

Market / Poinok :Russia / Poccns

Batch No / . Batch Quantity / . 3600000 tab /

Cepnus No R Of1em cepHH * 3600000 Tab

Analytical Report No/ - 040002734212 Date of Analysis / . 92.11.2024

AHaguTHyeckuii oTdeT Ne Jarta anaausa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jara upon3BojacTBa Topen o

Mfg. License No. / : - 3

IIpon3BoacTBennan { MNB/05/263 MA number: / : JIH"N'(004669)-(PF'
: Homep PY RU)

annenzua Ne

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

Paged of 9/Crp.4m3 9

i.oo Test / [Toka3aTenb Results / PeaynbTaTht Specification / Hopma
3 Average weight / Cpeansist 68.8 mg / 68.8 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca ] Or 67,2 mr 10 72,8 mr (70,0 mr+ 4,0 %).
Complies / CobTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OaHOpPOAHOCTH MACCHI 2/20 tablets - not more than £ 20 %. /
18/20 Tabmerok — He Gomee =+ 10 %;
2/20 Tabnetok — He Golee + 20 Yo.
4 Disintegration time / 00 min 43 sec / 00 Mun 43 cex Not more than 3 min. / He 6oJiee 3 MRR.
Pacnapacmocts
5 Dissolution / PacTsopcHHe Unit-1/ Tabn-1 - 100 % Not less than "~ 75% (Q) of
g C15H(3NO3+C4H; 1NO3 (ketorolac
Wi e 2o tromethamine) in 15 min. / He Menee
Unit-3 / Tabn-3 99 % 75 % Q) CsH;3NO3*C4H [ 1NO3
. {(xeToposaKka TPOMETaMHH) 9epes 15 MUH.
Unit-4 / Tabn-4 103 % .
Unit-5 / Taba-5 103 %
Unit-6 / Tabn-6 100 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumevanne: [Tponykr cootsercTByer TpeGoBanusM HIT 3akmouenue: OJJOBPEHQ "

Prepared by / Checked by / Approved by: Manager/Exetutive
Toarorosnero: Santosh Kumar I[Tpogepeno: Pawan Kumar Onobpeno: Menemxep / Pykosomigeis-
Maurya Jﬁ _E Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Hara: 22.11.2024 Jlara: 22.11.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS LEEE

Dr. Reddy's Lasoratories Lid,
Formulation Unit-5

Vil Khol, Nalagari Road, Badd,,
Disti. Solan, B.P, 175 205, INDIA

et
FATRL

CEPTH®UKAT AHAJIH3A

"fv,”l‘:"-é‘»‘.r.j ' v

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® Ixenpecc (keroponak) Tabnerks, Ancneprupyensic B NOAOCTH pTa, 10 mr

Market / Prinok :Russia / Poccha
Batch No / . Batch Quantity / . 3600000 tab /
Cepns Ne AR Obsem cepun " 3600000 Tab
Analytical Repourt No/ . 040002734212 Date of Analysis / . 92112024
AHaaATHYeCKHIT 0THeT No JlaTa anannsa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
HAara npousBoacTea Topen no
Mfg. License No. / h .
IlponsBoacTBeHRAS : MNB/05/263 MA pumber: / : JILI-Ne(004669)-(P1-
Homep PY RU)
nunenzua Ne
Analysis performed according ND: / Asau3 npoBe/ien 1o HJI: JITI-Ne(004669)-(PT-RU)-190224 -‘
Page50f9/Crp.5u3 9
1;.: Test / llokazaTean Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through_é_

JncnepeHocTs

710 um sieve is formed. / O6pasyercs
OJHOpOAHAA CYCMEH3MS, MNpOXOMsIlas
CKBO3b CMTO C pa3sMepoM OTBEPCTHUM
710 MKM.

7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /
1-ruapoxcHananor
KeTopoJiaka

=0.0010 %)

1-keto analog of ketorolac / 0.02%
1-keToaHanor KeToponaka

unidentified impurity /
eUHIYHAsA
HenaeHTAGUIMPOBAHHAS
NpUMMECH

0.02%

Below LOD (LOD = 0.0010 %) /
Hmxe npenena o6uapysxchus (IO

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

not more than 0.8 %; / ue 6osee 0,8 %;

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

total impurities / 0.1%
CyMM4 LIPHMMECEA

not more than 1.0 %. / ue 6onee 1,0 %.

8 Water content / 28%
ConepxaHne BO/IbI

Not more than 7.0 %. /
He 6onee 7,0 %.

Remarks : The Product conforms to ND/
IMpumeyanue: poaykt coorserctyer Tpebosanuam HIT

Conclusion : APPROVED /
Baxmouenue: OJJOBPEHO |

Prepared by / Checked by / Approved by: Manager/Executiv
[TonroToriexo: Santosh Kumar IIposepeno: Pawan Kumar Ono6peno: Menemxep / Jykosoayrents
Maurya 2 Abhishek Chauhan (_/ |
Reprint Date / Reprint Date / - Reprint Date /

JMarta: 22.11.2024 Hata: 22.11.2024 Jara: 22.11.2024

fanazna, India
days.com




Dr.Reddy’s “_‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Favrnulation Unit-6

CEPTH®UKAT AHAJIHA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| posykr: Keropon® Dxenpece (keToponak) TabJaeTkH, JHcHeprupyeMbie B NOJIOCTH pT4, 10 mr — o

Market / Peinox :Russia / Poccus

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepnsa Ne SV O6beM cepHn " 3600000 Tab

Analytical Repo:’t No / . 040002734212 Date of Analysis / - 22.11.2024

Ananuraueckuii order Ne JlaTa anayH3a

Date of Manufacture / - 11/2024 Date of Expiry/ . 10/2026

JaTa npoH3BOACTBA T'open 1o

Mifg. License No. / L - _(PT-

IIponsBoacTBeHHas + MNB/05/263 MA ““mber' ! ; JII-N2(004669)-(PT
Homep PY RU)

Jsmnensua Ne

Analysis performed according ND: / AnaJin3 nposejen no HITL; JII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 13 9

if Test / [ToxasaTenn Results / PesyanTaTh! Specification / Hopma
9 Residual solvents / OcTraTouHble OpraHHYecKHe pacTBOPHTENN .
Isopropyl alcohol / 5 ngftab/ Not more than 350 pg/tab. /
H3onponaxon 5 Mxr B Tabnerke He 6Gonee 350 mxr B TabneTke.

10 | Microbiological purity*/ MukpoGuosornyeckasi YncTora®

Total Aerobic Microbial

not more than 10° CFU/g;/

JAO03HPOBAHHBIX €AHHHI

Count / ob1iee uucno NA ne 6onee 10° KOE/T;
a’pOOHEIX MHKPO-
OpraHM3MOB
Total Combined Yeast and not more than 10? CFU/g; /
mold count / oBiee yHCIO NA ge Gonee 102 KOE/T;
OPOROKEBLIX H IUTECHEBHIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBME B 1 T,
11 | Uniformity of dosage units / 10.1 Acceptance value (47) not more than
OnHOpoAHOCTDL 15.0 Tlokazarens npueMiIeMocTH (A7)

nomkeH 61Tk He 6onee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: TIPOIYKT COOTBETCTBYET TPEDOBAHUAM Hl],'

Conclusion : APPROVED /
Ramoverne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Execfitive /

[Moarorosneno: Santosh Kumar TTpoeepeno: Pawan Kumar Opo6peno: Meremxkep / PykosoaHTgs

Maurya '_,P Abhishek Chauhan o
— -1_-_-__\- 1.#—‘—’

Reprint Date / Reprint Date / Reprint Date /

Jlata: 22.11.2024 Jara: 22.11.2024 JTata: 22.11.2024

ad - 5060324, Telongana, India
roail@dreadiys.com




Dr.Reddy’s €59

Dr. Reddy's Laporatories Lid,
Forimufaticn Unit-6
Vil Khol, s

CERTIFICATE OF ANALYSIS [l

CEPTUOPHUKAT AHAJIN3A

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropos® Ixenpecc (keToposiak) Tab/ieTKH, AHCHEPrHpYeMbIC B NOJOCTH pTa, 10 Mr

Market / Poilok :Rusgia / Pocens

Batch No / . Batch Quantity / 3600000 tab /

Cepus Mo C VS Ofbem cepHH " 3600000 Tab

Analytical Repo:*t No/ - 040002734212 Date of Analysis / . 22.11.2024

AHRanuTHYecKHi oTuer Ne Jara anaimsa . pon)

Date of Manufacture / . 11/2004 Date of Expiry / . 10/2026

Jara npounszBoicrsa T'ouen no

Mfg. License No. / 1 .

IIpouzrogcrBennan : MNB/05/263 L e / g AT UK
Homep PY RU)

JHIeH3HA Ne

[ Amnalysis performed according ND: / Ananuz nposenen mo HJI: JITI-N2(004669)-(PI"-RU)-190224 1]

Page7of 9/Crp. 7wz 9

onpeaeseHne

(99.5 %)

I;.? Test / IokazaTenn Results / PesyabraThl Specification / Hopma
12 | Assay/KoandecTeennoe 10.0 mg/ 10.0 mMr From 90mg to 11.0 mg of

C)sH13NOs*CsH; 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the Iabel claim) per tablet. / Ot 9,0 mMr no
11,0 Mr CsH13NO3*C{H 1 NOs
(xeroponaka TpomeramuH) (oT 90,0 mo
110,0 % oT 3aABJIEHHOr0 KOAMYECTBa) B
TabneTke.

13 Butylhydroxyanisole
content / Conepxanue
6yTHArHOpOKCHAHW30/1a

0.0956 mg/tab /
0.0956 Mr B TabneTke

Not less than 0.042 mg/tab. /
He Menee 0,042 mr B TabseTke.

14 Package description /
Onuxcanye yNnaKkoBKH

10 tablets in “a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6nucrepe w3z (JTA/AJIID ¢
sraronoryorhrenem/II2BII)

¢donery // (I13/AJT) donera. ITo
2 6nuctepa BMECTE C THCTKOM-

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. / ITo 10 Tabnetox B
6nmncrepe u3 (TTA/AJVIID c
piaronornotutenem/II9BIN) domern //
(T13/AJT) donbru. IMo 1 unu 2 Gauctepa
BMECTE C JIMCTKOM-BIJIAABILIEM B AYKy
KapTOHHYIO.

BIUIaABIILIEM B HavuKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumedanne: TIponykT cooteeTcTBYeT TpeboBanusaM HJI 3axmouenne: QJJOBPERO f

Prepared by / Checked by / Approved by: Manager/Exgcutive
Tloarorosrero: Santosh Ku IIpoBepeno: Pa\aian Kumar OnobpeHo: Menemxep / Pykosomjfrent
Maurya I@ X Abhishek Chauhan -
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Jara: 22.11.2024 JHata: 22.11.2024




Dr.Reddy’s Q,’:‘

Dr. Reddy's Laboratories Lid
Formulation Unit=6
Vill. Khot, Nalagarl Road, Baddi,

I

L INTHA

3 R

Distt, Solan, H.B, 173 2

£001-02

CERTIFICATE OF ANALYSIS Tzl s
QEPTH(DI‘IKAT AHAJIP‘BA vy SOOY5.COM
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Dxcnpece (keToponak) rabierku, AHCHEPrHPyeMbie B HOJ0CTH pra, 10 Mr iy
Market / Prinok :Russia / Poccua
Batch No/ : Batch Quantity / 3600000 tab /
Cepna Ne £ V2SRees O6Bem cepsn " 3600000 Tab
Analytical Repo“rt No/ . 040002734212 Date of Analysis / . 22.11.2024
AHanuTHYecKHif oTuer No B JlaTa anasIH3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npou3ssoacrea I'onen Ao |
Mfg. License No. / . . A
ITpoussoacrBeHnas : MINB/05/263 MA number: / ! HH-N'(004669) (®r-
Homep PY RU)

aunen3ua Ne —=

Analysis performed according ND: / Ananaus nposeaen no H/L: 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,
* TIpu BHINYCKe JEKAPCTREHHOrO MpenapaTa KOKTPWIB Ka4ecTsa 10 nokaateto «Mukpobnoaoraieckan

YHCTOTA» MPOBOAUTCA MJIA Kaxaoit 20-0i
HacTYNHT paHbLIE,

cepuu, uau 1A oHoI CEepHH B 1oA, B 3aBHCHMOCTH OT TOI'O, yTO

API name / HanMenopanne ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun nponssogutens ADC:

ABRHO007413

FP Manufacturer API Batch number /
Homep cepun cyOCTaHIHH NPOH3BOXHTCIISI
TJIP:

FERA00477

API Manufactured by & country /
Ipouzsoaurens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penau'c JlaGopatopue Jita., Uunua

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

HanmenoBaHHe, ajpec, NHUEH3HA A5
IlpousBoacTEenHas naomaaka / [lnomaaka
KOHTPOJA KayecTBa / Ilnomaxka BeIycKa

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 Peqtn’c Jla6opartopuc JIta., Unaus, Ilpoussoacteeryoe
noapasaenenue-6, Buun. Kxons, Hanarapx Poyn, bagau, JICTpHKT

Remarks : The Product conforms to ND/

IIpumeuanue: ITpoaykT COOTBETCTBYET TpeboBaHuaM HJ

Conclusion : APPROVED /

Sakmouenne: OJJOBPEHO )

Prepared by / Checked by / Approved by: Manager/Execulive /
Toaroroenexo: Santosh Kumar IIpoBepeno: Pawan Kumar Ojo6peHo: Menenxep / PykgBoautfis.
Maurya ( 8 Abhishek Chauhan / x
Reprint Date / Reprint Date / Reprint Date /

Jara: 22.11.2024 Jara: 22.11.2024 Hara: 22.11.2024

2-2-337, Read No. ¢
1800 2600, Fax

Banjara Rills, Hyderabad - 566034, Telangara, India
300 2699, Email: il drraddys.com
S5APISSAPLIDCARNT

v drrardys ropn
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CERTIFICATE OF ANALYSIS e al

CEPTHO®HKAT AHAJIU3A

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

Mponykr: Keropon® Jxcnpece (keTopoaak) TabieTkH, ncneprupyemsie B moJoctn pra, 10 mr

Market / Prinok : Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne DELES O6beM cepHH " 3600000 Tab oy

Analytical Repo“rt No/ - 040002734212 Date of Analysis / . 99.11.2024

AHanuTHYecKnii oTueT No HaTa anaausa il

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jata npoHzBoacTa I'ogen a0

Mfg. License No. / . . T No

ITpoussoacrBenHas : MNB/05/263 MA number: / : JITI-Ne(004669)-(PT -

. Homep PY RU)
Jinnen3usa Ne
Analysis performed according ND: / Ananuz nposenes mo HJI: JII-N2(004669)-(PT-RU)-190224
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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 conirol 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/ai04eHne 0 cOOTBeTcTBHHA: «HacTosnum s OATBEPKAAI0, YTO NPHBEIEHHAS BBIIE HHPOPMAIIHMA SBJIACTC
JIOCTOBEPHON W TOYHOH. DTa Cepus NPOLYKIHH IIpOM3BeleHa (BKIKOYas YNakoBKY (MapKHpOBKY) M KOHTpPOIb
Ka4ecTBa) Ha BHIINEYKA3aHHOW NpOM3BOICTBEHHOM I[UTOmManke (IUIOMAZKAX) B IIOMHOM COOTBCTCTBHH C
Tpe6oBarmsamME [IpaBri Hajexamel NPOX3BOJCTBEHHOM IIPAKTHKE EBpasmiickoro 5KOHOMUYECKOTO cOro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeboBaHMsAMHU KOHTPOJIS Ka4eCTBA JIEKAPCTBEHHEIX CPEJICTB,
a TAKXXe B COOTBETCTBHH CO CHELH(PHKALMAMH, COACPXKAITUMHCI B PETHCTPAIHOHHOM JOChE CTpaHBI-HMIIOPTEpA.
3ammcH 1o IPOH3BOICTRY, YIIAKOBKE H aHATH3Y POBEPEHE], H YCTAHOBJICHO UX COOTBETCTBUE TpeboBanuiaM [ Ipasui
HaIJICHKALNEH [IPOHU3BOACTBCHHOM IIPaKTHKA EBpazuiicKOro 3KOHOMHYECKOIO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumedauue: ITpoaykr cootBerctyeT Tpebopannam HIT 3axmouenue: OJJOBPEHO ]
Prepared by / Checked by / Approved by: Manager/Execjutive /
IMoxrotosneno: Santosh Kumar IIpoBepeHo: Pawap Kumar Onobpeno: Meremxep / Pygoronntgiis..
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