
$anten
Product/ llpoayrr

Product code/ Ko.q rpenapara
Batch no./ Nl ceprn
Date of manufacturing/,{,ara
IIpor43BoAcrBa

Date of analysis/,{ara anarv3a
Date of expiryl fiara ncreqeHurl

cpoKa roAHocrr4

TesUAHarur

Sterility /
Crepra.nruoct
Appearance /
OnncaHue

Clarity / llpoepauuocrr

Colour / I{aeruocru

Mechanical impurities /
MexaHnqecxue
BKJIIOI{CHI,I'

Identification /
UV-spectrophotometry
/ Levofloxacin /
llo.ulunHocrr /
vo-
crerrpo$orouerpur I
JlenoQloxcaunu
Identification IHPLC I
Levofloxacin/
flolnnHuocrr/ B3XX
/ Jlerotllorcauun

Identification IHPLC I
Benzalkonium chloride
/ flo.unrausocrr /
B3XX / BeHsarronl.rr
xJropr4a

Postal address/ flo.troBHft aapec

Santen Oy/ Casrrx AO
PO BOX 33/ Iloqrosstfi ruux 33

FIN.33IOO TAMPERE/ FIN-33IOO TAMNEPE
FINLAND/ (DHHTIflHAUA

CERTIFICATE OF ANALYSIS/
CEPTI4OI4KAT AHAJI}I3A

Requirements/ Tpe6oeauua

Solution must be sterile /
Pacrnop AonxeH 6uru creprutuHuu
Light yellow or light greenish-yellow solution /
Cserro-Nerrsi't unu cBerJIo 3eJleHoBaro-xelrrtfi
pacrBop

Product must be clear or stand comparison with
reference I /
flpenapar AoJIXeH 6uru npospaqHblM lulll
BbraepxnBarb cpaBHeHne c graloHolt I
Product must stand comparison with reference GY3

flpelapar AoJIx(eH BblAepxuBarb cpaBHeHHe c

aralouou GY3
Complies with the requirements /
B coorsercrsuu c rpe6oaaHutMl4

UV absorption spectrum of test solution must

correspond to UV-specffum of levofloxacin
standard solution /
YO-cnexrp roDIouIeHI,tt ficnblryeMoro pacrBopa

AoJIxeH coorBercrBoBat V<D-clexrpy
craHAaprHoro pacrBopa lenotploxca[uHa

Retention time of the main peak on the

chromatogram of test solution must correspond to

the main peak on the chromatogram of levofloxacin

standard solution /
Bperrlr yAepxl,rBaHUt ocHoBHoro lrl'Ira Ha

xpoMaTorpaMMe LlcnblryeMoro pacrBopa aoJtxHo

coorBercrBoBarb BpeMeHI'r yAepxr'IBaHu

ocHoBHofo nl,IKa Ha xpoMarorpaMMe craHAapTHoto

pacrBopa renoQroxcaurlHa
Retention time of two main peaks on the

chromatogram of test solution must correspond to

two main peaks on the chromatogram of
benzalkonium chloride standard sample /
Bpeur yAepxnBaHlrt AByx ocHoBHbIx ttI'IKoB Ha

xpoMaTofpaMMe l4cnblryeMoto pacrBopa .[oJIXHbl

coorBeTcTBOBaTb BpeMeHaM yAepxuBaHun ABYX

ocHoBHbrx II4KOB Ha XpoMarofpaMMe

craHAaprHoro o6pa: ua 6e Hgar xoHll-fl xJIopI'rAa
Telephone/ Tele$on
+358 3 284 81 I I

OFTAQUTX s MG/ML EYE DROPS 5 ML /
OOTAKBI,IKC 5IVII/IVIJI KAIIJII4 [JIA3HbIE 5 N1JI

30818
I 84393 I
08t2021

09t2021
08t2024

Page I of 4l CrpaHnua I u: 4

Results/
Pesy.nrraru
Sterile /
Crepluturufi
Complies /
Cooroercroyer

Complies /
Coornercrryer

Complies /
Coornercreyer

Complies /
Coorrercrryer

Complies /
Cooreercrnyer

Units/ Ea.

Complies /
Coorrercreyer

Complies /
Coornercrayer



$anten
CERTIFICATE OF ANALYSIS/ Page 2 of 4/ Crpanuua2 uz 4
C E PT PIO I,IKAT A HAJII,I3A

Product/ flpo4yrr OFTAQUIX 5 MG/ML EYE DROPS 5 ML /
OOTAKBI,IKC 5 MT/MJI KATIJIH TIA3HbIE 5 MJI

Product code/ Koa nperapara 30818
Batch no./ Nr cepuu 1843931
Date of manufacturing/,{ara 0812021
IIpoLr3BoAcTBa

Date of analysis/,{ara a*uftlaa 0912021
Date of expiry/ [ara HcreqeHr.u 0812024
cpoKa roAHocTH

Test /AHa.nns Requirements/ Tpe6onaunq Results/ units/Ea.
Perylsraru

Assay / HPLC / 4,75 - 5,50 5,01 mg/mll
Levofloxacin 1 urlut
KortaqecraeHHoe
onpeaeneHr.re / B3XX
/ JlenoQloxcaunH
Assay/ HPLC /D- < 0,5 0,18 %
Ofloxacin/
KorrrecrseHHoe
onpeAeJreHne / B3XX
/ D-oQnoxcaunn
Assay/ HPLC / 0,0425 - 0,055 0,050 mglmll
Benzalkonium chloride ur/prn
/ KornqecraeuHoe
orpeneJrenrre / B3XX
/ EeHga.rxouHr xnopr,rA
pH 6,0 -7,0 6,6
Dispensable volume / > 100 108
Horuuuzurugrrfi o6rerra o/o

Mechanical impurities / Not detectable/ He noa.uarorcr o6HapyxeHr.no Complies /
MexaH[.{ecrle Cooraercrnyer
BKJIIOqEHH'

Osmolality/ 270 - 340 300 mOsm/ks /
Ocrrrolmrsocru r'rocnroli/xr
Related substances I < 1,2 BLOe/ H|IKO %
HPLC / Levofloxacin /
Total impurities /
PoacrseHHue
coeArlHeHr{r / B3XX /
JlenoQnorcaquH /
Cyuua npnruecefi
Related substances I < 0,2 ND/ HO %
HPLC / Levofloxacin /
Desfluorolevofloxacin/
Po.acrseHHrre
coeAr{HeHr.rr / B3XX /
JlenoQnorcaunn /
,{*Qropo-
lenoQloxcaunH

Postal address/ Iloqrosrrft aApec Telephone/ TeneSoH
Santen Oy/ Caurru AO +358 3 284 8l l I
PO BOX 33/ floqrosrrfi rurnx 33
FIN-33 1OO TAMPERE/ FIN-33 IOO TAMNEPE
FINLAND/OHHNflHNVfl



$anten
ProducV llpolyrr

Product code/ Koa nperapara
Batch no./ J',lb cepr.u.r

Date of manufacturing/,{,ara
npor.r3BoAcTBa

Date of analysis/,{ara aHaJIu3a

Date of expiryl fiara ncreqeHltt
cpoKa roaHocTrl

Related substances I 50,2
HPLC / Levofloxacin /
Desmethyllevofloxacin
/ Po.ucrseHHue

coe,lr4HeH]rfl / B3XX /
Jleno$loxcauuu /
Aetrvrerm-
renoQloxcaunH
Related substances I 

=0,2HPLC / Levofloxacin /
Levofloxacindiamine/
PoacrneHuute
coerriHeHrt / B3XX /
JleaoSrorcauuH /
JleaoQrorcaunu-
.[LraMuH

Relatedsubstances / -<l,0
HPLC /Levofloxacin /
Levofloxacin N-oxide/
Po,[crseHHrte
coeAr.rHeHut / B3XX /
Jleeo$loxcauuu /
JleaoSloxcauas N-
oKcnn
Related S 0,1

substances/HPLC/Levo
floxacin/Other single
related substances/

PoacrseuHrte
coe.allHeHLtq/B3XX/
JIero$loxcauun/,{pyr
ve r4}{/].vrBll Ay tul b HbI e

poAcrBeHHHe nplrMec14

Postal address/ floqrosuil aapec

Santen Oy/ CaHDH AO
PO BOX 33/ Iloqroauii rurux 33

FIN.33 IOO TAMPERE/ FIN.33 IOO TAMTIEPE

FINLAND/ OI4HTIAHAVA

CERTIFICATE OF ANALYSIS/
C E PTI4OI4KAT AHAJI}i3A

Page 3 of 4l Crpaauqa 3 ur 4

BLOQ/HIIKO %

BLOQ/HIIKO Yo

BLOQ/HIIKO %

BLOQ/ HIIKO %

BLOQ/HIKO : Below Limit of Quantitatior/ Huxe npe4ela KoJII{qecrBeHHoro orpeAeJleHl4

ND/HO : Not Detected/ He o6HaPYxeuo

RRT/OBy : Relative Retention Time/ OrHocnreJlbHoe BpeMt yAepxvBaunfl

I hereby certifu that the above-mentioned batch was produced and quality control tested in accordance with the

upprou"d *uri", formulae, process instructions and quality control test methods' The batch documentation and the

anutysis records were reviewed and found to be in full compliance with the relevant current GMP requirements and

conditions set out in the Marketing Authorization issued by the appropriate Regulatory Authority. No deviations or

occurrences which may have an influence on the product quality were noted.

Hacrosur.rN,r noATBepxAarc, qro BbrureyKa3aH[aL cepur 6rua [poI,I3BeAeHa H npouna npoBepKy KarrecrBa B

OFTAQUIX 5 MG/ML EYE DROPS 5 ML /
O(DTAKBHKC 5 MI/IVIJI KATIJII4 |JIA3HbIE 5 MJI

30818
l 84393 I

08/2021

09t2021
08/2024

Telephone/ Te,reQoH
+358 3 284 81 I I



$anten
Product/ flpo4yxr

Product code/ Koa npenapara
Batch no./ Ne cepun
Date of manufacturing/,{ara
npor.r3BoAcTBa

Date of analysis/ [ara aHaJrH3a

Date of expiry/,{ara ucreveHm
cpoKa roAHocTr,r

Postal address/ lloqroasrfi a.{pec
Santen Oy/ CaHr:H AO
PO BOX 33/ Iloqrosuft runx 33
FIN-33 I OO TAMPERE/ FIN-33 I OO TAMTIEPE
FINLAND/ OHHJIflHAVlA

CERTIFICATE OF ANALYSIS/
C EPTI4 OI,IKAT AH AJII,I3A

Page 4 of 4/ CrpaHraua4 uz 4

coorBercrBl,Ill c yrBepxneHHblMn rexHoJroruqecKUMu peFJraMeHTaMH r,t r.rHcrpyKur4flMvr, a TaKXe MeroAaMr,r
KoHTpont KatlecrBa. fioryrvreHraU|ltt Ha AaHIry]o cepno npenapara n oTqerbr o npoBeAeHHbrx aHaJlu3ax flpoBepeHbr.
IlonrsepxAeHo I,tx rroJrHoe coorBercrBre Aeficrnyrculurv rpe6onaHlqv HaArexauleft npor:no.4crseHHoft [paKTr,rKr4
I,t ycJIoBI,ItM PerracrpauuoHHoro yilocroBepeHr,rr, BbrnaHHoro coorBercrByroutnu KourpoJlbHbrM opraHoM. Karux-
lu6o orxlouesuil prttu tzteruuit,I(oropbre MoryT noBJrr,rflTb Ha KaqecrBo npenapara, He o6HapyxeHo.

Santen Oy, Tampere/ Carntn AO, Tauuepe
3l Dec 2021 / 3l ner 2021 r.

'-lil I. .(,.i.clila< I
Tarja\Tuovinen

Qualified Person, QA Pharmacist (B.Sc.)/
Tapur Tyonneu, Qaprr,raueBr, cneuuanncr no
KoHrponrc KaqecrBa (6aralanp ecrecrBeHHbtx nayx)

oFTAQUTX 5 MG/ML EYE DROPS 5 ML /
OOTAKBI,IKC 5 M|/MJI KATIJII{ TIA3HbIE 5 MJI

30818
l 84393 I

08/2021

09t2021
08/2024

Telephone/ Te,reSoH
+358 3 284 8l I I



OFTAQUIX Batch 1843931 (reference to Certificate of Analysis dated 3t.t2.20211

OQraxarxc Cepnn 1843931 (cculnxa xa ceprnQrKar aHanrl3a or 31-.t2.2o2ll

Page/Crparrqa
t/t

f mporting country I Ctpana BBo3a: Russia / PoccuR

Marketing Authorisation of importing country /
Pezuc m po u,uo u noe ydocmoee pe H u e c m po H bt a8o3o :

n CP-00 1 101/08 or 27 .O2.20O8

Name and address of API manufacturing site /
Hageouue npouseodumena cy6cmanquu, adpec

npougeodcmeo:

Levofloxacin / /leeoQnoxcaqnx
Alfresa Fine Chemical Corporation / AaQpeca OafiH Kemrxaa

Kopnopeiux
1-10-1 Mukaihama, 010-1601 Akita, Japan

Name and address of bulk manufacturing site /
Hozeauue u adpec npuaeodcmeo eomoeoil
ne Ka pcm ee H noil 6op ttat :

NextPharma Oy, Finland / AO HexcrOaptta, Quanan4ua

Niittyhaankat u 20, 3372O, Tampere, Finland

Name and address of packaging site /
Haseouue u adpec nnotuadxu, omeevorcr4eil ea

ynoKoEKy:

Primary Packaging site / flnou{agxa nepBnqHoi ynaxoaxr:

NextPharma Oy, Finland / AO HexcrOapma, <Drnnnx4rR

Niittyhaankat u 20, 337 20, Tampere, Finland

Secondary Packaging site / l'lnor4agxa BroptlqHofi ynaxoaxn:

I NextPharma Oy, Finland / AO HexcrOapna, Qnanangua

Niittyhaankatu 20, 33720, Tampere, Finland

[l Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands

/ ManyQax,ryprxr flexr4xrH Oapmaxa (MnO) 5.8., Hr4epaaH4ut

Neptunus !2,8448 CN Heerenveen, the Netherlands

Name and address of release site /
Hazeauue u odpec npouseodumenn (Banycxotouluil

KoHmponb xauecmea):

Santen Oy, Finland /AO Caxrax, Qnanangna

Kelloportinkatu 1, 33100, Tampere, Finland

Presentation lorm I
QopMa BbrnycKa

Eye drops, 0.5 % (dropper bottle) 5 ml x 1 (carton pack)/
Kanar rnagxur-', O.5 %o (Saaxox-xanenunr,rqa) 5 ma x 1 (navxa

xaorouxaR)

Stability period I Cpox eoduocmu: 3 years. Use within 28 days after opening /
3 ro4a. hcnorugoeatb B Tei{eHre 28 gneil nocne orKpblrl4r

Storage conditions I Ycnoeun xpsHeHus: At the temperature not higher than 25'C /
flpr remneparype He euule 25"C

Label code / Ko4 srrxerxr P110600011803

Carton code I Ko4 navxr xaproxroi P101100011802

Leaflet code / Kog ilMn P090800012s31

Test/ floxagarenu Requ irements/ Hoprtaur Results/ Pelynurarur

Packaging /
Ynoxoexo:

5 ml in a low-density polyethylene bottle with a

dropper-tip and screw cap. A transparent tamper

evident shrink band. The bottle with the leaflet is

in the carton pack. /
flo 5 ru,n pacrBopa ao $aaxoxe n3 notusTnneHa
Hrsxofi n,noTHocTl4 c HaKoHeq Hr xotu-xaneauxrqeil
h 3aBnHerBaputeficn xputtttxoi. l-lporpavHoe

n,treHor{Hoe Horbl-[o rqnf KoHTponR nepBoro

BcKpbrrr4f, $naxoHa. O,naxos c rxcrpyxt4neil no

npnMeHeHr1o noMeu.la1oT B KapToHHyto naqKy.

5 ml in a low-density polyethylene bottle with a

dropper-tip and screw cap. A transparent tamper
evident shrink band. The bottle with the leaflet is

in the carton pack. /
flo 5 ma pacrBopa eo $naxoHe H3 no/1t43r14/leHa

H hsxofi nlorHocl,i c Ha KoH er{ H r xom-xa nea u x r qei
x 3a Br Hr{ r,r Ba rou.r,e icn xput u.t xoi. fl poapal xoe

n,neHoqHoe Konbllo .qrn KoHTponR nepBoro

BcKpbrrl4a SnaxoHa. Oaaxox c rarcrpyxu,Nei no

nphMeHeHrlo noMeqeHbl B KapToHHylo na'{xy.

Labelling /
Mapxupoexa:

The followins information is indicated on the
primarv pack (label of the bottle) in the Russian

language: the brand name of the medicinal

product with R, international non-proprietary
name, dosage form, quantity of the medicinal

The followine information is present on the
primarv pack (label of the bottle) in the Russian

lansuage: the brand name of the medicinal
product with R, international non-proprietary

name, dosage form, quantity of the medicinal



OFTAQUIX Batch 1843931 (reference to Certificate of Analysis dated 31..t12O2L1

OQraxenxc Cepnn 1843931 (ccuraxa xa ceprnQnKar aHarh3a or 3t,L2.202ll

Page/CrpaHraqa
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product in ml, strength, batch number, expiry
date, warning: "Sterile.", "Use within 28 days after
opening of the bottle", storage conditions,
company logotype in Latin letters "Santen", name
and country of the registration certificate holder,
code(s).
The followins information is indicated on the
secondarv pack (carton) in the Russian laneuaqe:
the brand name of the medicinal product with R,

dosage form, international non-proprietary name,
quantity of the medicinal product in ml, quantity
of the bottles in the secondary pack, strength,
warnings: "Sterile.", "Prescription.", "Topically into
the eye", "Read the enclosed leaflet before use",
"Keep out of reach of children", "Use within 28
days after opening ofthe bottle", storage
conditions, name and content of the active
substance and benzalkonium chloride. list of
excipients in 1 ml of the medicinal product, batch
number, expiry date (as "[o4eH 4o:"),
manufacturing date (as "flpor3ee4eHo:"),
company logotype in Latin letters "Santen", name
and country of the registration certificate holder,
which is also the company that releases the
product, name of the company-licenser {as "with a

license of Daichi Sankyo Co., Ltd, Japan"),
registration certificate number, bar-code, code(s).
Additionally, there may be identification means
(lS) for monitoring the movement of drugs. On all
components of the package can be factory
production technology codes and technical details.
The location and color of the lS, process codes and
production parts may vary depending on the
technological features of the production. Color
shades of packaging layouts may differ from those
on commercial packaging, as they depend on the
technical characteristics of the printers. /
Ha grhxerxe 6aaxoHa Ha pvccxotvr Rgurxe

vKa3brBaloT: ToproBoe HailMeHoBaHhe npenapaTa c

n peAynpe.qtarenuxoi ruapxrpoexoi @,

MexAyHapoAHoe HenareHroBaHHoe

HahMeHoBaHue, neKapcrBexxan $opnna,
KO,nhqecTBo npenapaTa B Mn, Ao3t4poBKa, HOMep

cepvu, AaTa oKoH'{aHxf cpoKa roAHocTt4,

n peAynpeArre,nbHafl HaAnhcb: < CreprauHo>,
<lzlcnonuaoearb B TeqeHt4e 28 4Hefi nocne
BcKpbf Txfl QraHoHa. )), ycAoBnA xpa HeH hf ,,noroTrn
KoMnaHrr narnlcKnMn 6yxeamr <Santen >,

HanMeHoBaHxe r cTpaHy BnaAenbqa
pe rh cTpa L{x o H H o ro yAocToBe pe H Hfl , t_{l4opOBbt e

n/ nnn rpa$nr{ecxhe BHyrpt43a BoAcxoi (-rae)

rexHrqecxrfi ( e) xoa (-ul) npenapara/ynaxoexra.

product in ml, strength, batch number, expiry
date, warning: "Sterile.", "Use within 28 days after
opening of the bottle", storage conditions,
company logotype in Latin letters "Santen", name
and country of the registration certificate holder,
code(s).
The followins information is present on the
secondarv pack (carton) in the Russian language:
the brand name of the medicinal product with R,

dosage form, international non-proprietary name,
quantity of the medicinal product in ml, quantity
ofthe bottles in the secondary pack, strength,
warnings: "Sterile.", "Prescription.", "Topically into
the eye", "Read the enclosed leaflet before use",
"Keep out of reach of children", "Use within 28
days after opening ofthe bottle", storage
conditions, name and content of the active
substance and benzalkonium chloride, list of
excipients in L ml of the medicinal product, batch
number, expiry date (as "fo4eH 4o:"),
manufacturing date (as "f1por3ae4ero:"),
company logotype in Latin letters "Santen", name
and country of the registration certificate holder,
which is also the company that releases the
product, name of the company-licenser (as "with a

license of Daichi Sankyo Co., Ltd, Japan"),
registration certificate nu mber, bar-code, code(s).
Additionally, there are identification means (lS) for
monitoring the movement of drugs. On all
components of the package are factory production
technology codes and technical details. /

Ha arrxerxe 6naxoHa xa pvccxorvr sgurxe vxagaxo:
TOproBoe HaHMeHoBaHre npenapaTa c

npeAynpeAureluxoi ruapxrpoexofi @,

MexAyHapoAHoe HenaTeHToBa HHoe

HahMeHoBaHt4e,,nexapcTBeHHaf QopMa,
KO,nhgecTBO npenapaTa B Mn, Ao3hpoBxa, HoMep
cepvn, AaTa oKoHLtaHrf, cpoKa roAHocTl4,

npeAynpeArre.nbHafl HaAnrcb: <Creprruxo>,
<l4cnorugoearb B rer{eHt,te 28 4neil nocle
BCKpbf Tt4f 9ra KoHa. ), y c/l.oBvlq xpa He H l4fl ,,n oroT[ n

KoMnaHh r narulctrMn 6yxeannr (Santen )),

HarMeHoBaHre ],r cTpaHy BnaAenbqa
perrcTpaql,loH Horo yAocroBepeHrR, qt4opoBbte

n / unn rpa$u'{ecxre BHyrpta3a BoAcxoil (-ue)
rexHn.{ecxrfi ( e) xo4 (-ur) npenapara/ynaxoaxr.



OFTAQUIX Batch 1843931 (reference to Certificate of Analysis dated 3t.t2.202l)

OQraxanxc Ceprn 1843931 (ccurnxa xa ceprrQnKar aHanh3a or 3t.L2.2O2Ll

Quality of the product is compliant with normative documentation ,flCP-00t1O7/08-24!117 with changes Ne 1-4 /

Kaqecrso npenapara coorBercrByerrpe6oaaHrflM HopMarhenoi 4oxymeHraqhr nCP-00LLOU08-24ILL7 c HsM. Ne 1-4

Date/Aara 37.r2.202L

Seal/fleqaru

Page/Crpanrar-1a

?/3

Ha xaproHHoi na,{xe Ha pvccxofvl Rgutxe vxagaFto:

roproBoe HarMeHoBaHre npenapara c
npeAynpe.qrreauHofi ma pxrpoaxofi @,

.neKapcrBeHHan Qoptua, MexAyHapoAHoe

HenaTeHToBaHHOe HahMeHOBaHre, KO/lhVeCTBO

npenapaTa B M,n, KonhqecTBo QnaKoHoB Bo

aropnvxoi ynaKoBKe, Ao314poBKa,
npeAyn pe,qr4re.nbH bre HaAnvcvli <Crepr,n bxo. >,

<[1o peqenry.), (MecrHo B r,na3.), <flepeA

nprMeHeHreM 03HaKoMbTecb c nprlaraemoil
rHcrpyxl1refi.>r, <Xpaxrtu B HeAocrynHoM rqnn

Aerefi ruecre.>, <l4cnorb3oBarb B re.{eHre 28

4xefi nocae BcKpbrn4n QaaxoHa.>, ycnoBnfl

xpaHeHltfl, HaxMeHoBaHhe ,| coAep]xaHhe

4eicrayoqero Ber4ecrBa r 6eHaanxoxrn
xflopnAa, neper{eHb BcnoMorare.fl bHblx

KoMnoHeHToe e 1 Mn npenapara, HoMep cepun,

AaTa oKoHqaHrfl cpoKa roAHocrl4, Aara
x3roToB,neH114A, narolun KoMnaHh]l narnBcKnMn

6yxaamr <Santen>, HahMeHoBaHhe h crpaHy

BnaAenbqa perxcrpaql4oHHofo y,qocToBepeHrfl ,

R Bnr pl4erocr op f a H r3a Llrefi , ocyt4ecrann rc r4eil

Bbrnycxalor4r4il xourpoau KaqecrBa,

HarMeHoBaHre Qrpmut, no nvqeH3un xoropoi,
npoh3BeAeH npenapar (a $opmare (no rhqeH3hr,t

$rapruur fiailun Canxro Ko. .flr4. flnoxrn>), HoMep

perh cTpa qh oH H oro y.qocToBepeH rfl , llTp l4x-KoA,

qr$poeure n / nan rpa|w{ecKhe axyrpraaeo4cxoi
(-re) rexxrvecxrai ( e) xoA (-ut)

npenapara/ynaKoBK14.

,QonoaxrrerbHo npr,rcyrcrBylor cpeAcrBa

r4exrn$rxa \nu (CVl 4as MoHt4rophHra

ABrxeHllR neKapcrBeHHbrx npenaparoe. Ha scex

KOMn O H e HTaX yna KOBKI4 n prCyTCTBylOT 3a BOACKT e

TexHo,norHqecKre KoAbr h npoh3BoAcrBeHHble

TexHhqecxre AeraAn.

Ha xaproxHoi na.{xe Ha pvccxorvl Raurxe

vKa3brBaloT: ToproBoe Hal4MeHoBaHre npenapaTa c

n peAynpeAlrre.nuxoi ma pxr poaxofi @,

,neKapcTBeHHaR 9opMa, MexAyHapoAHoe
HenaTeHToBaH HOe Ha14MeHOEa Hlte, KOnrqecTBo

npenapara B M.fl, Ko.Iu4qecreo QnaxoHoe ao

aropnvxofi ynaKoBKe, Ao314poBKa,
n perqy n peAure/r b H br e Ha Anncu'. < Cte p il,tt b tt o. >,

<flo peqenry.>r, <rMecrHo B r/ra3.)), <flepe4
nprMeHeHheM 03HaKoMbrecb c nphltaraetuoi
rxcrpyxr-1reil.>, <XpaHhrb B HeAocrynHoM 4afl
4erei mecre.>, <lrlcno,nb3oBarb B revenre 28

4xei nocne BcKpbrrr4f Qlaxoxa.>, ycnoBnfl

xpaHeHrf, , HaHMeHoBaHre r coAepxaHhe

4eficreyrcqero BeulecrBa h 6eHsaaxoxrn
x opu4a, nepeqeHb BcnoMorare,nbHbtx

KoMnoHeHTos e 1 Mn npenapara, HoMep cepuvl,

AaTa oKoHqaHrR cpoKa roAHocTr4, AaTa
143 f-oTo B.n e H r R, no f oT n n K o M n a H t4 14 naT n HcKn MV

6yxeamr <Santen>, HarMeHoBaHhe h crpaHy

BnaAenbqa perrcrpaqHoHHoro yAocToEepeHhf ,

R Bnn tolqe rocr op ra H u3a L{r ei, ocyr4ecteln nuqei
BbrnycKa tou.ll4i xoHrpon u KaqecrBa,

HarMeHoBaHre Qnpmut, no nn\eHgnn xoropoil,
npo[3BeAeH npenapar (a Qopmare (no n]tqeH3x14

Qraprvrur fiailtn Caxxro Ko. ,rlr4. flnoxun>), HoMep
pe rrcrpa q'loH Horo yAocroBe peH rfl , uJrpxx-Ko.q,,

r4raQpoeure n / u nn r paQw{ecK14e eHyrprea ao4cxoil
(-re) rexnrvecxri ( e) xo4 (-ur)

npenapara/ynaKoBX14.
p,ononxrreabHo Moryr nprcyrcrBoBarb cpeAcrBa

r4exrr$r xa r4un (CVl rqre MoH l4ropr H ra

ABrxeHrs .neKapcrBeHHbrx npenaparoa. Ha ecex

xoMnoHeHTax ynaKoBK14 MoryT npilcyTcTBoBaTb

3aBOACKhe TeXHO/rOrnqecKre KOAbr 14

n poLr3BoAcrBeH H bre rexH rq ecKre Aer a nn. Mecro
pacnonolxeHhs vr qBer Ch, texnonorrqecKrx
KoAoB 14 npon3BoAcrBeHHblx 4era,nei Mox(er

MeHflTbCf, I 3aBrCI4MOCT]4 0T TeXHO.nOrHqeCKrX

oco6esnocrei nponaao4craa. Lleeroeure orreHKr
Ma KeTOB ynaKOBOK MOryT OT.nrqaTbCS OT TaKOBbIX

Ha KoMMepqecxoi ynaxoexe, Tax KaK 3aBhcFT or

$anen

-4"
Signature/lloAnrcb: \-tAl . 'J Ut+ra-1^< ^.,L Taria Tuovinen

Qualified Person


