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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Srrodd
CEPTUDUKAT AHAJIM3A ~ “WWwdrreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Ketopon® (keToposak) pacTBOp Ajis BHYTPUBEHHOIO W BHYTPHMBILIEYHOTO BBeAEHNM, 30 MI/MI
Batch No / . V260342 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHueckui oTuer No : 890001880930 JlaTa aHa/Iu3a : 13.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jlara npou3sojcTsa T'ogen go
Mfg. License No. /
ponssoncraentias : MBJ/05/264 P mmlier: : JITT-No(008888)-(PI-RU)
Junenzus Ne Homep PY

Analysis performed according ND / Anann3 nposeaen mo HJI: JIIT-No(008888)-(PT"-RU)-170225

Pagel of 7/Crp.1m37

Ne Test / Ilokaszarens Results / Pe3yabTaThbi Specification / Hopma
1 Description / Onucanue Clear colorless solution. / ITpospaunsiii | Clear colorless to slightly yellow color
OecLBETHBII pacTBOP. solution. / IIpo3pauHblii pacTBOp OT
OecLIBETHOI'O 10 CBETIO-XKEJITOr0 L{BETA.
2 | Identification* / UnenTuduxanusa®
2a | HPLC*/ BOXKX* The retention time of the main peak in the | The retention time of the main peak in the

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems yaepxuBaHus
OCHOBHOTO TMHKa Ha XpoMarorpaMMme
HCMBITYEMOr0 PpPAacTBOpa COOTBETCTBYET
BPEMEHHU YNEPXKUBAHHUA OCHOBHOI'O THKA
Ha XpoMaTorpamme CTaHAAPTHOTO
pacTBopa.

chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). /  Bpems  ynepxuBaHuUs
OCHOBHOTO IIMKa HAa XpOMaTOrpamme
HCIIBITYEMOTO pacTBopa JOJIKHO
COOTBETCTBOBATh BPEMEHH YACPKUBAHM
OCHOBHOIO [IMKa Ha XpOMaTorpamme
CTaHAAPTHOIO pacTBopa (paznen
«Koa4ecTBeHHOE OTIpeneneHue»).

Remarks : The Product confirms to ND/
ITpumeuanmne: IIponykT cooTBeTcTBYET TpeboBaHUAM H]T

Conclusion : APPROVED /
3akaodenue: OJIOBPEHO

Prepared by /
[Toarorosneno: Vishal

Sharma
[

Checked by /
[Tposepeno: Pardeep
Kumar

Checked by (AQA) /
ITpogepeno (AOK):
Amit Kumar

[

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneveHue
xauyectBa/OTBETCTBEHHOE JIUIIO:

anvaM!

Date /
Jlara: 13.05.2026

Date /

Jara: 13.05.2026

Date /
Mara: 13.05.2026

Date /

Hara:

\t_\‘/”‘,ofgﬂ%
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTU®HUKAT AHAJIM3A  Www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Kertopon® (keToposak) pacTBOp JUIst BHYTPUBEHHOIO W BHYTPUMBILIEYHOrO BBeACHHUS, 30 Mr/MJt
Batch No / . V260342 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaJIuTHYEeCKHI oTUeT No : 890001880930 JlaTa aHanuza : 13.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jara npon3BoacTea TI'ogen no
Mfg. License No. /
Hpoussoxcrernas : MB/05/264 i = IR J : JIIT-Ne(008888)-(PTRU)
aunenzus Ne Howmep PY

Analysis performed according ND / Ananns nposeaen no HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Y®-cnexmpogpomomempus*

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at
322 + 2 nm. / Y®-creKTpsl NOIOLIEHUS
UCIBITYEMOTO pacTBopa W pacTBopa
CTaHOapTHOro  ofpasla  KeTopojaka
TpomeramuHa B obnactu oT 200 no 400 M
UMEIOT MaKCHMYMBl TOIJIOLIEHUA MpU
32242 HMm.

Page2 of 7/ Crp.2 m3 7
No Test / [Tokasarenn Results / PesyabTaThl Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm should have absorption
maxima at 322 + 2 nm. / YO-cnekTpsl
NOMIOLIEHUS HCIBITYEMOrO pacTBOpa U
pacTBOpa CTaHIapPTHOTO obpasia
KeToposiaka TpOMETaMHHa B O0JacTH OT
200 pmo 400 HM HOMKHBI HMETh
MaKCHMYMbI MOTJIOIIEHH MpH 32242 HM.

3 Clarity / IIpo3spayHocTb

The opalescence of the sample does not
exceed  opalescence of reference
suspension I. / OnanecueHuus npenapara
He MPEBBILIAET ONAIECUESHIMIO CYCHEH3UH
cpaBHeHU L.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / Onanecuexius npenapara
He JIOJDKHA NPEBLILIATh OMAIECLIEHIIHIO
CYCIEH3UU CpaBHEHHUS I.

4 Color / I{BeTHOCTD Absorbance should be not more than 0.20
0.04 Abs at a wavelength of 430 nm. /
’ IlornoieHue noJxHO ObITH He Gosee 0,20
npH JuInHe BoNHBI 430 HM.
5 pH 7.2 From 6.9t0 7.9./ 0t 6,9 no 7,9.
6 Particulate matter / MexaHnuecKkne BKJIKYEHUSA
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHuAM HJL 3aknwyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: Vishal [Tposepeno: Pardeep Iposepeno (AOK): person / Onobpeno: Obecneuenue
Sharma Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:
ci’f _——
. /\ — Qn WM J
Date / Date / Date / Date /
Hara: 13.05.2026 Jara: 13.05.2026 Mara: 13.05.2026 Jlara: (\l K£

w‘\v‘
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Dr.Reddy’s ":’.

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUDUKAT AHAJIM3A ~ Www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBOp /Jiss BHYTPMBEHHOIO U BHYTPUMBILLEYHOTO BBefIeH s, 30 Mr/ma
Batch No / . V260342 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O0bem cepuu 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTudeckuii order Ne : 890001880930 JlaTa anaJjm3a : 13.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTra npon3BoacTBA Topen go
Mfg. License No. /
HponssoncTaenHas : MBJ/05/264 et : JITI-No(008888)-(PT-RU)
aunenus Ne Howmep PY

Analysis performed according ND / Auanus nposeaen mo HJL: JIII-Ne(008888)-(PI"-RU)-170225

Page3 of 7/ Crp.3u3 7
Ne Test / [TokazaTennb Results / PesyabTaThl Specification / Hopma
6a | Visible particles / Complies / CoOTBETCTBYET Should be absent. /
Buaumbie yacTupl JlOJDKHBI OTCYTCTBOBATb.
6b | Invisible particles /

Hepuaumbie YacTHIIBI:

i. Particles> 10 pm/ 05 not more than 6000 per ampoule; /
YacTul pasmMepom > He 6onee 6000 Ha ammyny;
10 MkM

ii. particles > 25 pm/ 00 not more than 600 per ampoule. /
YaCTHIl pa3MEpOM > He Oosee 600 Ha amiLyny.
25 MKM

7 Impurities / [Tpumecu
Impurity A / IIpumecs A 0.09 % not more than 0.20 % / ne 6onee 0,20 %;

Impurity B / I[Ipumecs B

Not detected / He o6napysxena

not more than 0.50 % / He 6onee 0,50 %,

Impurity C/ Ilpumecs C Below LOD (LOD = 0.010 %) / Huke not more than 0.50 % / ne 6onee 0,50 %;
npezena obHapyxenus (ITO = 0.010 %)
Impurity D / IIpumecs D Not detected / He o6HapysxeHa not more than 0.20 % / ne 6onee 0,20 %.

Remarks : The Product confirms to ND/

Ipumeuanue: [ponykt coorBeTcTBYeT TpebopanusM HJL

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarotosneHo: Vishal [TpoBepeno: Pardeep [Mposepeno (AOK): person / Onobpeno: Obecneuenne
Sharma Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:
g = —
/\L _ N QMU A
Date/ Date / Date / Date / (p ?/b
Jara: 13.05.2026 Hara: 13.05.2026 Jara: 13.05.2026 Jara: = ‘m{,(
'l'\.?
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS fis S
CEPTU®UKAT AHAJIM3A S

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposnak) pacTBop /it BHYTPUBEHHOIO U BHYTPHMEILIEHHOrO BBeeHuUs, 30 Mr/mi
Batch No / . V260342 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AxHanuTH4ecKHil oT4eT Ne : 890001880930 JaTa aHaju3a : 13.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa nIpou3BOACTBA T'ogen no
Mfg. License No. /
Hpomssonctaennas : MB/05/264 MA number: / : JIIT-Ne(008888)-(PT-RU)
Junenzns No Homep PY

Analysis performed according ND / Anaaus nposeaen mo HJI: JITT-Ne(008888)-(PI"-RU)-170225

Page 4 of 7/ Crp. 4u3 7

Ne Test / ITlokazaTeanb

Results / PesynbTaTsl

Specification / Hopma

Individual unidentified
impurity / EnunnuHas
HeumeHTHHUIMpOBaHHas
rpuMech

Below LOQ (LOQ = 0.050 %) / Huxe
Tpejienia KOJTHIeCTBEHHOTO OIpPeaeNeHUs

(TIKO = 0.050 %)

Not more than 0.20 % / He 6osnee 0,20 %.

Total impurities / Cymma
npumecei

0.1 %

Not more than 1.50 % / He 6onee 1,50 %.

8 Extractable volume®* /
H3BnekaeMelii 06em*

10.3 ml/ 10,3 Mn

Not less than 10.0 ml (collectively
measured volume of 10 ampoules). /

He menee 10,0 ma (06beM, U3MEPEHHBIH
Ha OCHOBAaHHHM 00BEJUHEHHOTO
coaepxxumoro 10 ammyn).

9 Bacterial endotoxins /

<=0.725 EU/mg

Not more than 5.8 EU/mg of Ketorolac

BakrepuanbHble /<=0.725 E3/mMr Trometamol. / He 6onee 5,8 ED/mr
JHAOTOKCHHBI KETOpOJIaka TPOMETaMHUHa.

10 | Sterility**/ NA Must be sterile. / JlomkeH ObITh
CrepunbHOCTL** CTEPUIBHBIM.

11 | Assay/ KosnnuyecTBeHHOE 29.81 mg /29,81 mr From 27.0 mg to 33.0 mg of Ketorolac

onpeneiieHne

Trometamol per 1 mL. / Or 27,0 Mr no
33,0 Mr xeroponaka TpoMeTamosna B 1 M.

Remarks : The Product confirms to ND/

[Mpumeuanue: [Tponyxr coorBercTByeT TpeboBanmam HJ

Conclusion : APPROVED /
3aknwyenune: OJOBPEHO

Prepared by /
[ToarorosneHo: Vishal

Checked by /

[Iposepeno: Pardeep

Checked by (AQA) /
[Mposepeno (AOK):

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecrnevenne

Sharma Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIUIIO:
A e QY AN
Date / o Date / Date / Date / ' g"
Hara: 13.05.2026 Hara: 13.05.2026 Jara: 13.05.2026 Jlarta: 7 !(@ 09%

Z
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Dr.Reddy’s ":’

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

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

CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A ~ Www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBop [Ulsi BHYTPUBEHHOIO U BHYTPUMBIILEYHOTO BBeAeHHUs, 30 Mr/mi
Batch No / . V260342 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /
AnamuTHYecKHIT oTyeT Ne : 890001880930 JlaTa aHAIM3A : 13.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

aTa MPOU3BOACTBA T'onen 1o
Mfg. License No. /
HponspoacTsennas : MB/05/264 MA number: / : JITI-Ne(008888)-(PT-RU)
aunensust Ne Homep PY

Analysis performed according ND / Ananns nposeaen mo HJL: JIII-Ne(008888)-(PI"-RU)-170225

YNaKOBKH

glass ampoules. A cut ring and point in the
upper part of ampoule. A label is attached
to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blister in a carton pack. /

[To 1 M3 B aMIyNbl U3 CBETO3AIMTHOTO
cTeKJIa TEMHO-KOPHYHEBOTO 1IBETA KJlacca
I. B BepxHel 4acTH aMILyjlbl HaHECEHbI
KOJIBLIO U TO4YKa Ans pazioma. Ha amnyny
HaKJIEUBAIOT STUKETKY.

I[To 10 ammyn BMecTe C JIUCTKOM-
BknagsimeM B [IBX/amomubueBblif
6nucrep. Ilo 16nucrepy B mauky
KapTOHHYIO.

PageS of 7/ Crp.5u3 7
Ne Test / IToka3arennb Results / Pe3ynabTaThl Specification / Hopma
12 | Ethanol content / ITaHon 11.90 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) no 13,10 % (06/06).
13 | Packaging / Onucanue 1 mL in class I light-shielding dark amber | 1 mlL in class I light-shielding dark amber

glass ampoules.

A cut ring and point are in the upper part
of ampoule. A label is attached to
ampoule. 10 ampoules and a patient
information leaflet in a PVC/aluminum
blister.

1 blister in a carton pack; for in-patient
Jacilities: 2, 3, 5 blisters in a carton pack.
/

[To I Mn B aMIy/bl W3 CBETO3AUIHUTHOTIO
CTeKJIa TEMHO-KOPHYHEBOTO LBETA KJIAcCa
I. B BepxHell yacTu amITysibl HaHECEHsI
KOJIBLIO U TOYKa Ans pasnoma. Ha ammyny
HaKJIEUBAIOT 3TUKETKY.

[lo 10 amnyn BMecTe ¢ JIMCTKOM-
BiagsiluemM B [IBX/anmoMuHueBbIi
O6nucrep. Ilo 1 GnucTepy B  mauky

KapTOHHYIO; 0415 cmayuorapos: no 2, 3, 5
OnMCTEpOB B MIAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET Tpeboanusam HJT

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Vishal  ||[IpoBepeno: Pardeep
Sharma Kumar

N

Checked by (AQA) /
Iposepeno (AOK):
Amit Kumar

/\ -

Approved by: Quality Assurance/Authorized
person / OpobpeHo: ObecneyeHue
kauecTBa/OTBETCTBEHHOE JIUIIO!

SHuA M

Date /
Hata: 13.05.2026

Date /

Jlarta: 13.05.2026

Date /
Jara: 13.05.2026

Date /
JHara:

Qb S

— \ T
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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
Tel : 491 98166 56001-02

CEPTH®UKAT AHAJIU3A

www.drreddys.com

Product : /

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon® (keToposiak) pacTsop /i BHyTPUBEHHOTO U BHYTPHMBILIEYHOrO BBeIeHHs, 30 Mr/mn
Batch No / . V260342 Batch Quantity / . 454545 ampules /
Cepus Ne ) Oobem cepHu 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJMTHYECKHIl oTUeT No : 890001880930 Jara ananmnza : 13.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTta npon3BoACTBA T'onen g0

Mfg. License No. /

HpoussoncTBennan : MB/05/264 sy : JITT-Ne(008888)-(PT-RU)
Junen3usi Ne Homep PY

Analysis performed according ND / Ananu3 npoBeaen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Page 6 of 7/ Ctp. 6 n3 7

* Tests are not performed during the stability investigation. / * McnpiTaHus He MPOBOJAT B XOJIe UCCJIEIOBAHUS

CTAaOWILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** IIpu Beimycke npenapara
KOHTPOJIb KauecTBa 110 [0Ka3aTello IPOBOAUTCS g KaxaoH 15-0# cepun.

API name / Haumenosanue A®C:

Ketorolac Trometamol / KeToponaka TpomeTamon

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

TJ1d:

2KT 6112
Homep cepuu npoussoautesss AOC: a .
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIHH POU3BOAUTENS FETA00132

API Manufactured by & country /
IIpoussogurens AQC, crpana:

Symed Labs Limited, India /
Caiimen Jla6c Jlumuten, Uanus

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

HaumeHoBanue, aapec, JULEH3HS JJI
IIpousBoacTBeHHas miowaaka / [luomanka
KOHTpOJIsi kKayecTBa / [Inowaaka Beinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
I-p Pennu’c Jlabopatopuc JIta., MHaus, [TpousBoacTBeHHOE oapas3aeicHue-6,
Bwut. Kxons, Hanarapx Poyn, Bannu, Quctpukt Conan, X.I1., 173205, Unaus

(minensus Ne No MNB/05/263

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoxyxT cooTBeTCTBYET TpeOoBarusM HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moaroroeneno: Vishal [Iposepeno: Pardeep [Tposepero (AOK): person / Onobpeno: ObecneyeHue
Sharma /Q Kumar Of_/,, Amit Kumar kauecTBa/OTBETCTBEHHOE IULO:
— I n
A% N SHVAR
Date / - Date / Date / Date /
JHara: 13.05.2026 JHara: 13.05.2026 JHara: 13.05.2026 Jara: (\l § %

< R
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Qe Dr. Reddy's Laboratories Ltd.
) o@ Formulation Unit-6
DI'. Red dy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTHOUKAT AHAJIU3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBop juis BHYTPUBEHHOrO ¥ BHYTPUMbILIEYHOTO BBeAeHHUS, 30 MI/mil
Batch No / . V260342 Batch Quantity / _ 454545 ampules /
Cepns Ne ) O6neM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnajuTHYecKHI oTueT No : 890001880930 JlaTa aHa/u3a : 13.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa mpou3BOACTBA T'onex 1o
Mfg. License No. /
HponssoncTeekHas : MB/05/264 e : JITT-Ne(008888)-(PT-RU)
JaneH3ns Ne Howmep PY

Analysis performed according ND / Ananns nposenen no HJI: JITI-Ne(008888)-(PI'-RU)-170225

Page 7 of 7/ Ctp. Tz 7
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 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/oyenue 0 cooTBeTcTBUM: «HacTosuuM s MOATBEP)KAAK0, YTO NMPUBEACHHAs Bbille WHOOPMAUUS SBISAETCS NOCTOBEPHOH U
TOYHOM. DTa cepus MPOAYKUMM Npou3BeAeHa (BKIOYAs YMAKOBKY (MapKHpOBKY) W KOHTpOJb KayeCTBA) HAa BbILIEYKa3aHHON
NpPOU3BOJACTBEHHOM IUTOINaAKe (IUIOL@AKax) B NMOJIHOM COOTBETCTBUH ¢ TpebosaHuaMu IlpaBun Hapexxauel NMpou3BOACTBEHHOMH
npakTuki EBpa3suiickoro 3KOHOMHMYECKOTO COH03a M TpeOOBARMAMM KOHTPOJIS KAuyeCTBA JIEKAPCTBEHHBIX CPENCTB, a TAaKXKE B
COOTBETCTBUM CO crelMUKALIMAME, COAEPKALIUMUCS B PETUCTPALIMOHHOM NOChE CTPAHBI-UMIIOPTEPA. 3aIUCH 110 NPOU3BOACTBY,
YIIAaKOBKE W aHANW3y IPOBEpPeHbl, U YCTAHOBJIEHO HX COOTBeTCTBHME TpeOopaHMaM [lpaBun Hamexauiel NpOM3BOACTBEHHOMN
npakTUKH EBpa3suiickoro 3KOHOMHUUYECKOTO COKO3a».
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