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CERTIFICATE OF ANALYSIS

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

Vill. %hol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, IND{A

Tel : +91 93166 56001-02

CEPTHOHKAT AHAJTH3A

s drreddvs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponykr: Keropoa® Jxenpecc (keToponak) TalmeTKs, ARCNEPIPYEMbIe B NOJOCTH pTa, 10 Mr X

Market / PeiHOK :Russia / Poccust

Batch No / ] . Batch Quantity / _ 3600000 tab /
| Cepns Ne = O6Bem cepun * 3600000 Tab

Amalytical Report No / : 040002703537 Date of Analysis/ ;59192024

AnanuTnaeckuii oTyer Ne JlaTra aHaan3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jlara npou3BojcTBa Tonen xo

Mfg. License No. / _ o

IIponzeoacTRennas : MNB/05/263 N pamber: / : AR COR 5 )5 (R

Homep PY RU)
Jnuensia No

Analysis performed according ND: / Anasinz nposenen no HJL: Jlﬂ-Nn(004669)—(Pf‘-RU}-I90224 Ji

Pagelof9/Crp. 139

Results / PesyanTaThi

Specification / Hopma

Ho Test / [TokasaTenan
Ne S
1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyruble Iu1ockie
TabneTku ¢ dackol, cBETIO-
JKEJITOro LIBeTd C FPaBUPOBKOM
«l» Ha oAHOH cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrisie
nnockue Tabnetkn ¢ ¢ackoli, CBeTao-
AKENTOro UBETa ¢ TPABUPOBKON «|» Ha
OHOM CTOPOHE.

2 Identification / UpenTudnrauus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cnekTpbl [OMIOUWEHNS
MCIBITYEMOrO pacTBopa M pacTeopa
crangaprHoro  obpasla  KeTopoJaka
TpOMETAMHHA DOJIKHBI HMEThb
MakCHMYMBI IpY OXHOH U TOi e WUIHHE
BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/

ITpumeyanue: ITponykr cooteercTayet Tpebosannam HJI

Conclusion : APPROVED /
3akawuenne; OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorossneno: Santosh Kumar [Tpoeepeno: Pawan Kumar OnobpeHo: Menemxep / PykopoauTeik
Maurya @L Amit Kumar L

-
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.10.2024 Jarta: 29.10.2024 Jara: 29.10.2024

CIrd: Ls

wvvdrrediys.com

.2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana,-India
S0 4900 2900, Fax: 101 50 190% 2089, Email: mail@drreddys.com
D54P1IRIPLLNDA507




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoayxT: Keropon® Dxenpece (keroposak) TaéAerky, Ancucpripyembie B M0J0CTH T4, 10 mr

Market / Pruiok Russia / Poccus &

Batch No / . V2402196 Batch Quantity / ; 3600000 tab /

Cepus No O6nbem cepus 3600000 Tab

Anmnalytical Repovrt No/ . 040002703537 Date of Analysis / . 29.10.2024

AHanuTnueckui oryer Ne daTa anaamsa

Dalte of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jlata npoH3BOACTBA I"oaen no

Mfg. License No. / : v

IIpon3eoacTBEHHAR : MNB/05/263 MA number: / : ,‘]I.H-N'(OO4669)—(PF'
Homep PY RU)

annensng Ne

Analysis performed according ND:

/ Amaan3 npoesen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

Page2of9/Cip.2m39

No

N Test / okaszaTensb

Results / PeayasTaTh!

Specification / Hopma

Complies / CooTBETCTBYET

The retention time of the main peak on the
chromatogram of test sclution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems ynepxuBanus
OCHOBHOTO THKa Ha XpoMaTorpamme
HCIIBITYEMOro pacrsopa TOJHKHO
COOTBETCTBOBAThH BPEMEHH YAEPXKMBAHUSA

OCHOBHOTO 1IHKa Ha XpOMaTorpamMMe
pacTBopa CTAHAApTHOTO obpa3sua
KeToponaka  TpoMeTamyua  -(pasgen

«KonuyecTBeHHOE OHPCHCHGHMC») .

Remarks : The Product conforms to ND/
Ipumeuanue: ITpogykt cooTBeTcTBYET Tpeboranuam HIL

3aka

Conclusion : APPROVED /

fouenue: OJJOBPEHO

Prepared by /
TloarotosneHo: Santosh Kumar

Checked by /
Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Mexemxep / PykoBoaHTens

Maurya ' : Amit Kumar gl
A ). P

Reprint Date / Reprint Date/ Reprint Date/ !

Hara: 29.10.2024 Jlara: 29.10.2024 Jata: 29.10.2024

57, Friged i, 4, Bragarpediiie, Hydaral
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

5 &l

CEPTUOHKAT AHAJIN3A

lﬁ)duct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Ixenpece (keroposax) tabiaerku, ucneprupyemsie B nojocra pra, 10 mr

Market / Prinox :Russia / Poccusa
Batch No / Batch Quantity / 3600000 tab /
% 7 o
Cepusn No RLES O6bem cepin " 3600000 Tab
Analytical Repourt No/ . 040002703537 Date of Analysis/ . 29.10.2024
AnanuTHyeckuii oTuer Ne Jara ananusa
Date of Manufacture / . 10/2024 Date of Expiry/ . 09/2026
JaTa npon3BoAcTBa Tonen o
Mfg. License No. / .
IMponssoacTBeHHasn : MNB/05/263 BALG DTG E LA GBS
Homep PY RU)
annenzusa Ne

Analysis performed according ND: / Auanns nposenen mo HII: JITT-Ne(004669)-(PI'-RU)-190224

Page3 of 9/Cip. 339

i.oo Test / TokazaTens Results / PesyibTaThl Specification / Hopma
Butylhydroxyanisole / Complics / CooTreTCTBYET The retention times of 2~
Bymunzudporcuanzon 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
yIepKHBaHHA MHKOB
2-6yTWIrHAPOKCHARK30JIA U

3-6yTWIrHApOKCHAHU30Ma Ha
XpOMaTOrpaMMe HCILITYEMOrO pacTBopa

HNOJKHBL  COOTBETCTBOBAThH BpEMEHAM
yOCPIKHUBAHHS MHKOB
2-0yTHArHOPOKCHAHH30NA U

Ha

3-0yTMITHAPOKCUAHU301A
XpOMaTorpaMMe pacTBopa CTaHAapYHOro
o6pazua OyTHiruapokcHanizona (pasuen
((CO.T{&[Y)I(HHHB

OyTUNTHAPOKCHAHH30MEN).

Remarks : The Product conforms to NID/
[Tpumeuanue: Ilponykr cootserctryeT Tpebopanusm HI

Conclusion : APPROVED /
3axmogenne: OJJOBPEHO

Prepared by /
Toarotosneno: Santosh Kumar
Maurya

Checked by /
Ilposepero: Pawan Kumar

g

Approved by: Manager/Executive /
Onobpeno: Merenxcep / PykosoaunTesnb
Amit Kumar e

Reprint Date /
Hara: 29.10.2024

Reprint Date / o
Hata: 29.10.2024

Reprint Date /
Jara: 29.10.2024




Dr.Reddy’s ‘%."

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropoa® Irenpece (keropoiak) TabieTk, AHCHEPIAPYEMBIC B OJOCTH PTA, 10 mr

Market / Poinox :Russia / Poccus y

Batch No/ . Batch Quantity / _ 3600000 tab /

Cepusi Ne e ObvLem cepun " 3600000 Tab

Analytical Report No/ . 040002703537 Date of Analysis / . 29.10.2024

AHanHTHUYCCKHIT 0TYeT No JlaTa ananuza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

HJaTta npon3BoacTea Iozen o 4

Mfg. License No. / : . -

IIponsBogcTBENHAN : MNB/05/263 WAL TS N ALLELC (LI
Homep PY RU)

JHuen3na Ne

10 HJT: JITI-Ne(004669)-(PT-RU)-190224

Analysis performed according ND: / Aranns npoBeaei 1

Paged4of 9/Crp. 439

Results / PeaynsTaThl

Specification / Hopma

69.6 mg / 69.6 mMr

Complies / COOTBETCTBYET ,

67.2 mg to 72.8 mg (70.6mg + 4.0 7/:)._/_
Ot 67,2 Mr ao 72,8 mr (70,0 mr + 4,0 %).

18/20 tablets - not more than = 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He 6Gonee * 10 %;
2/20 TabneTox — He 6onee + 20 %.

J
No Test / [MokazaTe b
Ne
3 Average weight / Cpeausia
mMacea
Uniformity of weight /
OavopoaAHOCTE Macehl
4 Disintegration time /

Pacoapacmocthb

01 min 00 sec / 01 Mun 00 cex

Not more than 3 min. / He 6once 3 MuH.

5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. N C1sH;sNO3*C4H, INO3 (ketorolac
Unit-2 / Tan-2 101% tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 100% | 75% Q C)sH1aNO3°C4H11NO;3
. ) (keToponaka TpOMETaMHUH) Yepe3 15 MHH.
Unit4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 101 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IMpumevanue: Ilponykt cooTBeTcTByeT Tpebosanusam HJI .

3axaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosnero: Santosh Ku IpoeepeHo: Pawan Kumar OpobpeHo: Meremxep / PykoBoautesns
Maurya g ) Amit Kumar e

e — L /x(/_‘\/ -
Repuiol Dats / Reprint Datc / Reprint Datc/

Jara: 29.10,2024

Hara: 29.10.2024

Jara: 29.10.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Dxenpece (KeToposiak) Tabmerku, AucnepriipyemMble B MOJOCTH PTa, 10 mr

Market / Prinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepua Ne VAR O6bem cepil " 3600000 Tab

Analytical Repourt No/ - 040002703537 Date of Analysis / . 20.10.2024

AHannTHYecKHil oTueT No Jara aHa/1H32

Date of Manufacture / - 10/2024 D‘ate of Expiry / . 09/2026

JaTa mpon3BojcTBa I'ogen go

Mfg. License No./ . .

IlpoussoacTecunas : MNB/05/263 Bl ey PALE NI
Homep PY RU)

JaHneH3Ha Ne

Analysis performed according ND: / Ananus nposesen no HJL: JIT-Ne(004669)-(PT-RU)-190224

Page Sof 9/Cip.Su3 9

No

Test / IlokazaTenn

Results / PesynsTaTel

Specification / Hopma

Ne
6

Particle size distribution /
JncunepcHocTe

Complies / CooTBETCTBYET

A uniform suspension passing through a
710 ym sieve is formed. / OOpasyercs
O/IHOPO/IHAS  CYCMCH3MS, TPOXOAslasn
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 mMxm.

Impurities / [Tpumecn

1-hydroxy analog of
ketorolac: /
1-rugpokcHananor

Below LOQ (LOQ = 0.0032 %)
/ Hwxe nipenena
KOJIMYCCTBEHHOTO OMpeNeNCHHA

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

Conepsalne Boakp)

KeTopoJaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / not more than 0.8 %, / He 6onee 0,8 %,
1-KeToAHANOT KeTopoIaKa 0.05%
unidentified impurity / not more than 0.5 %, / He 6oxee 0,5 %,; 1
elMHHY Has 0.04%
HEHAEHTUGHUHPOBAHHAS
TpUMECD
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
CYMMQ [pHMeceit

8 Water content / 33% Not more than 7.0 %. /

He 6onee 7.0 %.

Remarks : The Product conforms to ND/
[Tpumeuanue: [TponykT cooTseTcTBYET Tpebosanusm HIL

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moaroroeneno: Santosh Kumar [IposepeHno: Pawan Kumar Onobpeno: Menemxep / Pykosoaurests
Maurya @\ . Amit Kumar e

A L PNt =—
Reprint Date / Reprint Date / Reprint Date / |
Hata: 29.10.2024 Jara: 29.10.2024 Jlara: 29.10.2024




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Ton Unitg

1la

CEPTHO®HKAT AHAJINU3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxenpece (keroponak) Tabnerku, Aicneprupyemble B nOJN0CTH pra, 10 mr

Market / Poinor :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepusn Na V3402190 Obnem cepal " 3600000 Tab

Analytical Repourt No / . 040002703537 Date of Analysis / - 20.10.2024

Ananurugecknii oraer Ne JaTa anann3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jata npou3BoAcTBA Toxen 1o

Mfg. License No. / . . . .

ITpon3BoacTBEenHast : MNB/05/263 MA number: / $ JITI-Ne(004669)-(PT:
Homep PY RU)

JHIeH3us Ne

Analysis performed according ND: / Anaans nposeaen no HJI; JITI-Na(004669)-(PT-RU)-190224

Page 60of 9/ Crp,. 6 u3 9 )

OaHopoaROCTH
N03NPOBAHHBIX SAHHMII

i:) Test / Ilokazarens Results / PesynbTaThl Specification / Hopma |
9 Residual solvents / OcraTouHble OpraHUyeckKue pacTBopHTean -
Isopropyl alcohol / 6 pugitab / Not more than 350 pg/tab. /
Hzonponanon 6 MKr B TabneTke He 6osee 350 MKr B TabneTke.
10 | Microbiological purity*/ Muxpo6nonornueckas uncrora®
Total Aerobic Microbial NA not more than 10° _CFﬁg;/ - =
Count / ob1iee YHCIIO ue Gonee 10° KOE/T;
a3p0OHBIX MHKpPO-
OpraHu3MoB
Total Combined Yeast and NA not more than 10° CFU/g; /
mold count / o6uee ucao e Gonee 102 KOE/T;
[POXOKEBBIX U [UIECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHEe B 1 I
11 Uniformity of dosage units / 3.9 Acceptance value (4¥) not more than

15.0 IToxazarens npuemneMocty (AV)
nomxkeH GuITh He 6onaee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykT cooTBETCTEYET TpeOOBaHHAM HJI

Conclusion : APPROVED /
Baknouenne: OJJOBPEHO

Jlara: 29.10.2024

Harta: 29.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoenero: Santosh Kumar Ilpoeepeno: Pawan Kumar Onobperno: Menemxep / Pykosonuresns
Maurya ‘- Amit Kumar =

- - P
Reprint Date / Reprint Dato/ Reprint Date/ '

Hara: 29.10.2024

ana, lnziio




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Sxenpece (keToposiak) TaduieTkH, AncHepripyemMblie B M0J10CTH pra, 10 mr

Market / Poinok : Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepusn Ne S V2RAS O6Bem cepin " 3600000 Tab

Analytical Repourt No / . 040002703537 Date of Analysis / . 29.10.2024

Ananarryecknii oTuer No Jlata aHaaM34

Date of Manufacture / . 10/2024 Date of Expiry/ . 09/2026

Jlara nponzBojicTBa | Fonen no

Mifg. License No. / q

Ipon3BoacTBEnHAN : MNB/05/263 MA number: / :JI,I L-e(004669)-(PT-
Howntep PY RU)

JHnenzns Ne

Analysis performed according ND: / Anaiuz nposejien no H: JITE-No(004669)-(P1-RU)-190224

Page 70f9/Crp. 7n3 9

No
Ne

Test / TloxazaTenn

Results / PesynbTaTsl

Specification / Hopma

ofnpeaciienne

12 Assay / KonnuecrBeHHoe

9.9mg/9.9mMr
(99.3 %)

From 9.0mg to 11.0 mg of
C15sH1aNO3+C4H[1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr a0
11,0 mr C1sH3NO3+C4H ) 1NO3
(keToponaka TtpomeTtamuH) (ot 90,0 mo
110,0 % OT 3aABJIEHHOr0 KOJNHYECTBa) B
TabaeTke.

content /

13 | Butylhydroxyanisole
Copepxanue
6y THATHAPOKCHAHN301a

0.0938 mg/tab /
0.0938 Mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 mr B TalneTKe.

14 | Package description /
OnHcanne ylakoBKH

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 uz  (ITA/AJVIID ¢
srnaronornothrenem/IIOBIT)
donern // (I13/AJ1) donsru. Tlo
2 6aMcTepa BMECTE C JIHCTKOM-
BKJIaZbIIIEM B TauKy
KapTOHHYIO.

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. / TTo 10 TabneTok B
fnncrepe u3 (TTA/AJUITD C
praronornorutenem/II2BIT)  doneru //
(TI2/AJT) donsru. [To 1 umu 2 Gnucrepa
BMECTE C JIMCTKOM-BIJIafblIIIEM B MayKy
KApTOHHYIO.

Remarks : The Product conforms to ND/ :
Ipumeuanue: [poaykr cooTsercTByet TpeGorannam HIT

Conclusion : APPROVED /
Zaxkmwouenne: OJJIOBPEHO

Prepared by /
ITogrorosnexo: Santosh Kumar
Maurya

Checked by /
[Iposepero: Pawan Kumar

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

Rl 3 A l/
Amit Kumar o

Reprint Date /
Hara: 29.10.2024

Reprint Date / /
Jara: 29.10.2024

Reprint Date / !
Jara: 29.10.2024

Ronistered Qilic

Td: 4014
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CERTIFICATE OF ANALYSIS
CEPTHOPHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoayxt: Keropon® Jkenpece (keroposax) TabaeTky, ANCHEPrapyembie B NOJOCTH T4, 10 mr
Market / PoinoK :Russia / Poccus
Batch No / ] Batch Quantity / _ 3600000 tab /
Cepusn Ne } 2200 O6bem cepun " 3600000 Tab N
Analy?n:al Report No / . 040002703537 Date of Analysis / . 29.10.2024
AnannruyeckHii oTyer Ne Jlata ananu3a .
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTa npon3BoCcTBa Togen go
Mfg. License No. /
IIpon3BoacTBeHIANA - MNB/05/263 MA pumber; / 3 JITE(00E68) T

Homep PY RU)
aunensust N

Analysis performed according ND: / Ananus nposeaes no H/I: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp. 8 13 9

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 balches or one batch per year whichever is more.

* [IpH BoIMYCKe JIEKAPCTBEHHOr0 APENapaTa KOHTPOJIL KAYECTBA M0 NOKA3ATENI0 «MukpolGHoornyeckas
YHCTOTa» MPOBOANTCA ANA Kamnoii 20-0# cepitn, MK /51 OOl CEPHH B rofl, B 3aBHCHMOCTH OT TOT0, 4TO

HACTYIIHT paHbIUe.

API name / Hanmcnosanne ADC:

Ketorolac tromethamine / Ketoposaka TpoMeTaMHH

| INN / MHH: Ketorolac / Ketoponax
API manufacturer batch number / ABPHO002429
Homep cepun npoussoanreas APC:
FP Manufacturer API Batch number /
FERAO00519

Homep cepunt cyGCTaHNUH PON3BOAHTENS
I'Jid:

API Manufactured by & country /
IIponzsoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pepau'c Jlaboparopuc Jita., HHaus

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

Haumenosanne, agpec, IHIEHIHA IR
Hpon3eopcrennasn niaomanxa / linomwagka
xonTpoJia kavyecrsa / Iliomanka Buinycka

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

IT-p Pemnw’c Jlabopartopuc JIta., Mnawus, [IponsBoacTBEHHOS
nogpaspenenue-6, Bunn. Kxons, Hanarapx Poyn, banan, JucTpykT
Conan, X.I1., 173205, Wnaus (nuuenzus nomep MNB/05/263)

Remarks : The Product conforms to ND/

[Mpumeuanue: [IpoayKT COOTBETCTBYET tpebosannam HI

Conclusion : APPROVED /
3akawuenne: QJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMTonrorosneno: Santosh K ITpoeepeHo: Pa\)van Kumar Ono6peno: Menemxep / Pykorogures
Maurya %ﬁ - Amit Kumar M=

y: 2= 7 ./&n, /“’
Reprint Dato / Reprint Date / Reprint Date /
Hara: 29.10.2024 Iata: 29.10.2024 Hara: 25.10.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

|TIponykr: Keropoi® Jxenpece (keroponak) Tabaerin, AHCHEPIHPYEMbIC B MOJIOCTH P4, 100mr ]
Market / PoinOK :Russia / Poccus B
Batch No / ! Batch Quantity / 3600000 tab /
Cepua No AP O6nem cepin " 3600000 Tab
Analytical Repo'f't No/ - 040002703537 Date of Analysis / . 29.10.2024
AHaguTHueckHii oTyer Ne JaTa anannza N
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTa npon3zBoacTBa T"onment 10
Mfg. License No. / : 2 ° g
IIpouszBoacTBeHHAS : MNB/05/263 BALES DI 5 : JI-Ne(004669)-(PT*- |

Homep PY RU) :

auuen3us No |
Analysis performed according ND: / Ananus nposeaen no HJL: JIT-Na(004669)-(PI'-RU)-190224 __5

Page 9 of9/Crp. 913 9
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 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».

3aKJII0YenHe 0 COOTBETCTBHA: «HacTosuyiM s HOATBEPXIAI0, YTO IpUBEEHHas BEIIE HHQOPMALIHS SBISETCS
IOCTOBEPHOHR M TOYHOM. DTa Cepus DPORYKIHMHM NPOH3BENeHa (BKIOYAA YIAKOBKY (M@pKHpPOBKY) M KOHTPOJb
KauecTBa) Ha BbIIEYKAa3aHHOM NPOM3BOACTBCHHOM momanke (IUIOI@nkax) B IOMNHOM COOTBETCTBHH ©
TpeGoBanname IIpasui HaqnexkalIeH IPOM3BOJCTBEHHOM NMpakTHKH EBpasHicKOro SKOHOMHYCCKOrO COI03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) 1 TpeOOBaHHAMH KOHTPOJII Ka4€CTBA JICKAPCTBEHHBIX CPEACTB,
a TaKXe B COOTBETCTBHH CO COCIUPHKAIMSMHE, CONSPKAIUMHCSA B PETHCTPAIIMOHHOM JI0CHE CTPAHBI-HMIIOPTEPA.
3aIlHCH 110 IPOU3BOICTRY, YITAKOBKE H aHATH3y IPOBEPEHEL, H YCTAHOBIEHO MX COOTBETCTBHE TPEOOBAHHAM Ilpasun
HaUIEXKAUIENH NpOM3BOJCTBEHHON IIPaKTHKH EBPazHHCKOro SJKOHOMHYECKOTO COFO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumenanye: IIponykT coorseTcTByeT Tpeforanuam HJT Zakmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: Santosh Kumar TIposepeno: Pawan Kuinar Ouno6peno: Menemiep / PykosoanTes
Maurya \ Amit Kumar 2

- =
Reprint Date / Reprint Date / Reprint Date/ '
Hara: 29.10.2024 Jara: 29.10.2024 JHara: 29.10.2024




