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CERTIFICATE OF ANALYSIS/ Page 1 of 4/ Crpawwua I u: 4

CEPTI{OI{KAT AHAJII43A

ProducV llpoayrr OFTAQUIX 5 MG/ML EYE DROPS 5 ML /
OOTAKB}IKC 5 MI/MJI KATUII4 TJIA3HbIE 5 MJI

Product code/ Koa nperapara 30818

Batch no./ J\! cepuu 185043 I

Date of manufacturingl [ara 0112022

npou3BoacrBa
Date of analysis/ [ara aHarIH3a 0112022

Date of expiryl ilana ucreqeHrur 0112025

cpoKa roAHocrlr

Test/ AHalnr Requirements/ Tpe6onaHur Results/ Units/ EA.

Pe:ylrrarut
Sterility / Solution must be sterile / Sterile /
CrepulrHocrr PacrBop AoJIXeH 6rtrr crepullHulvt Crepmrtuft
Appearance I Light yellow or light greenish-yellow solution / complies /
Onlrcaulre Cserro-xerrli'it ulu cBerJro 3eJreHoBaro-xelrufi Coorrercrnyer

pacrBop

Clarity / flpospauuoct Product must be clear or stand comparison with Complies /
reference I / CoornercrrYer
flpenapar AoJrxeH 6urr npo:paqHblM l{Jlrl

BbrAepxr,rBaTb cpaBHeHI{e c sraIoHoN,t I

Colour / [nerHocrr Product must stand comparison with reference GY3 Complies /
I CoorBercrByer

Ilpenapar Aonxen BblAepxnBarb cpaBHeHI,Ie c

sTanoHolvt GY3
Mechanical impurities / Complies with the requirements I Complies /
MexaH[.reCrue B cOOrserCtsun C rpe6OnaHilfiMvt COOmerCrnyer

BKJTIOqEHI,I'

Identification I UV absorption spectrum of test solution must Complies /
UV-spectrophotometry correspond to UV-spectrum of levofloxacin Coornercrnyer
/ Levofloxacin / standard solution /
lloAruuuocrr / VO-cnerrp noruIoueHltt LtcrlblryeMoro pacrBopa
yO- aoJIxeH coorBercrBoBaru VO-cnerrpy
cnerrpoQoroMerpl{t I craugaprHoropacrBopalero$lorcaqllHa
JlenoQlorcaunn
Identification IHPLC / Retention time of the main peak on the Complies /
Levofloxacin I chromatogram of test solution must correspond to Coornercrayer
floAluHHocrr/ B3XX the main peak on the chromatogram of levofloxacin
/ Jleeo$loncauI.tH standard solution /

Bpeur y,4epxriBaHl,Iq ocHoBHoro nHKa Ha

xpoMaTorpaMMe lrcrlblTyeMoro pacTBopa Aonx(Ho

coorBercrBoBarb BpeMeHI4 yAepxl.rBaH[t
ocHoBHoro rr,rKa Ha xpoMarorpaMMe craH.4aprHoro
pacrBopa renotplorcaqltra

Identification /HPLC / Retention time of two main peaks on the Complies /
Benzalkonium chloride chromatogram of test solution must correspond to Coornercreyer
/ lloArnnnocru / two main peaks on the chromatogram of
BSXX / EeHsarxoHLIt benzalkonium chloride standard sample /
xJropr.rA Bpenar yAepxuBaHnfl AByx ocHoBHbIX rrlIKoB Ha

xpoMaTorpaMMe l{clrblTyeMoro pacTBopa AoJIxHbI

coorBercrBoBarb BpeMeHaM yAepxl.rBaHru AByx

ocHoBHbrx nI{KoB Ha xpoMaTorpaMMe

craHAaprHoro o6pa:ua 6en:alronu-n xJIopI'IAa

Postal address/ floqroBuft aapec Telephone/ TeleQoH

Santen Oy/ CaHr:H AO +358 3 284 8l I I

PO BOX 33/ floqrosurfi runx 33

FIN.33 I OO TAMPERE/ FIN-33 I OO TAMNEPE
FINLAND/ OI4HJIAHAVfl



Santen
CERTIFICATE OF ANALYSIS/ Page 2 of 4l Crpanuua2 nz 4

CEPT}IOI{KAT AHAJII,I3A

Product/ Ilpoayrr OFTAQUIX 5 MG/ML EYE DROPS 5 ML /
OOTAKBI,IKC 5 MI/MJI KATIJII4 [JIA3HbIE 5 MJI

Product code/ Koa nperapara 30818

Batch no./ Ne cepr.ru 185043 I

Date of manufacturing/ [ara 0112022

npor,r3BoAcTBa

Date of analysis/ ,{ara aHarrr.r3a 0112022

Date of expiry/,{ara ncreveunx 0l/2025
cpoKa roAHocrrt

Test /AHa.rrr Requirements/ Tpe6onanun Results/ Units/Ea.
Pery.nrrarur

Assay / HPLC / 4,75 - 5,50 5,00 mg/mll
Levofloxacin / urlut
Korll.recrneHHoe
orpeAeJreHre / BSXX
/ JlenoQnoxcauun
Assay/ HPLC /D- < 0,5 0,2 %
Ofloxacin/
Korta.tecrseHHoe
orpe.leJreHne / B3XX
/ D-oQroxcauun
Assay/ HPLC / 0,0425 - 0,055 0,049 mg/ml/
Benzalkonium chloride ur/un
/ KoruqecrseHHoe
onpeAeneHue / BSXX
/ Beusa-rxoHu{ xJIopI4A

pH 6,0 - 7,0 6,5

Dispensable volume/ > 100 107

HounHzurrnrrft o6reu %

Osmolality/ 270 - 340 300 mOsm/kg /
Ocn,torqmHocrr ttOct',lolr/rr
Related substances I < 1.2 ND/HO o/o

HPLC / Levofloxacin /
Total impurities /
PoAcrseHHrte
coeauHeHr4t / B3XX /
Jleno$noxcaunH /
Cyrrrrr,ta npuuecefi

ND/ HO %Related substances I <0,2
HPLC / Levofloxacin /
Desfluoro-
levofloxacin/
PoActgeuHrre
coeAnHeHr,rr / B3XX /
Jleno$noxcauru /
,{e:$ropo-
lenoQloxcaqrnr

Postal address/ llovroa;rfi a.npec Telephone/ Tene$oH

Santen Oy/ Canmn AO +358 3 284 8l I I

PO BOX 33/ floqroesrft cunr 33

FIN.33 IOO TAMPERE/ FIN.33 IOO TAMNEPE
FINLAND/ OI4HIAHNVA



$anten
CERTIFICATE OF ANALYSIS/ Page 3 of 4l Crpauuua3 uz 4

C EPTI,IO}IKAT AHAJII{3A

ProducV flpo.uyxr OFTAQUIX 5lvIG/ML EYE DROPS 5 ML /
OOTAKBI{KC 5 MI/MJI KAruII4 TIA3HbIE 5 MJI

Product code/ Koa nperapara 30818
Batch no./ Ne cepnu 1850431

Date of manufacturingl [ara 0l/2022
npoil3BoacTBa

Date of analysis/,{ara aHutn3a 0112022

Date of expiryl [ara rcreqeHilr 0112025

cpoKa foaHocTr4

Related substances I < 0,2 ND/HO oh

HPLC / Levofloxacin /
Desmethyl-
levofloxacin/
PoAcrnessrre
coerrHeHr,rf, / BOXX /
JlesoQrorcaur,rH /
Ae:ruerm-
neoo$rorcaulrH
Related substances / <0.2 ND/HO o/o

HPLC lLevofloxacin /
Levofloxacin-diaminei
PoacrnesHue
coernHeHur / BSXX i
Jleeo$norcauuH /
JIenoQ,rorcauuH-
AUAM14H

Related substances I < 1,0 ND/HO %
HPLC / Levofloxacin /
Levofloxacin N-oxidet
PoAcrseHHrre
coear,tHeHur / BSXX /
Jlero$rorcauzH /
JlenoSrorca{r4H N-
oKcLut

Related < 0,1 ND/HO Yo

substances/HPLC/Levo
floxacin/Other single
related substances/
PoacrseHHne
coe.urHenuq/B3XX/
JlenoSnoxcaqra r/,{py r
ve vHlr4Br44yanbHbre
po,rlcrBeHHbre [pHMecn

BLOQ/HIIKO : Below Limit of Quantitation/ Huxe npeAela Konr{qecrBeHHoro orpeAeJteHllt
ND/HO : Not Detected/ He o6uapyxeHo
RRT/OBy : Relative Retention Time/ OrHoclrreJlbHoe BpeMt yAepxwBaunfl
I hereby certify that the above-mentioned batch was produced and quality control tested in accordance with the

approved master formulae, process instructions and quality control test methods. The batch documentation and the

analysis 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.

Postal address/ floqroBbrii aapec Telephone/ Tene$on
Santen Oy/Caur:H AO +358 3 284 Slll
PO BOX 33/ IloqrosHfi rurur 33
FIN-33 IOO TAMPERE/ FIN-33 IOO TAMTIEPE
FINLAND/ OI4HTflHNNfl



$anten
Product/ Ilponyrr

Product code/ Koa rpenapara
Batch no./ Ns cepun
Date of manufacturing/,{ara
lpor.r3BoAcrBa

Date of analysis/,{ara analfitaa
Date of expiry/,{,ara ucreveHur
cpoKa roAHocrl4

Postal address/ IloqrosHfi aApec

Santen Oy/ Caur:u AO
PO BOX 33/ Iloqmsrrfi rurnr 33

FIN-33 IOO TAMPERE/ FIN-33 IOO TAMTIEPE
FINLAND/ OI4HIIAHAVfl

CERTIFICATE OF ANALYSIS/
CEPTIIOI{KAT AHAJII,I3A

Page 4 of 4l Crpaunua 4 wz 4

Hacroqun\,t no.rlTBepx.Iaro, qro BbluJeyKa3aluafl cepua 6rtla npox3BeAeHa I4 flpolura [poBepKy KaqecrBa B

cooTBeTcTBltlt c yTBepxAeHHblMu TexHoJrorusecKuMH pefJIaMeHTaMI4 I,I I,IHCTpyI(UUIMV, A TaKXe MeTO,[aMU

KoHTporq KaqecrBa, fioxyueurauHr Ha AaHHy]o cepmo Ilpeflapara L orqerbl o rIpoBeAeHHbIX aHaJlu3ax npoBepeHbl.

floArnepxAeHo r,tx rroJrHoe coorBercrBue leficrnyrcuuu rpe6ouaHHru HaAlexaIuefi npouleo,4crseHHoft npaKTIdKI'r

rl ycJtoBqrM PenacrpauraoHHoro yAocroBepeHI,It, BblaaHHoro coorBercrByloull,ttr,t KoHrpoJIbHblM opraHoM. Karrx-
nu6o ormogeuufi unn sereHuir, Koropbre MoryT noBJlutrb Ha KaqecrBo rlpenapara, ue o6Hapyxeuo.

Santen Oy, Tampere/ CaHreH AO' Taunepe
16 Jun 20221 16 Vtotr2022 r.

-iC. 1 .'i Luo\ {a{ --.
-.4t aqa tuovlnen
Qualified Person, QA Pharmacist (B.Sc.)/
Taprr Tyonueu, QapuaueBT, c[eu[aJlllcr rto

KoHTpoJno KaqecrBa (6aranaap ecrecrBeHHblx Hayx)

OFTAQUIX 5 MG/ML EYE DROPS 5 ML /
OOTAKBI4KC 5 MI/TUJI KAIIJI}I TJIA3HbIE 5 MJI

30818
1 85043 I
0v2022

0U2022
0v202s

Telephone/ TereQoH
+358 3 284 8l I I



OFTAQUfX Batch 1850431 (reference to Certificate of Analysis dated L6.O6.2O221

O$raxerxc Cepnn 1850431 (ccumxa xa ceprrsrxar aHann3a or t6.O6.20221

Page/CrpaHrar-qa

t/3

lmporting country / crPaxa BBo3a: Russia / PoccrR

Marketing Authorisation of importing country /
PeeucmpaLluonuoe ydocmoeepeHue cmpoHbt aeo3a:

nCP-00 1 101/O8 ot 27 .O2.2OO8

Active Pharmaceutical Ingredient batch and

manufacturing site /
Ce p un u n po uaeod u men a Qo pno qe em uqecxo il
cy6cman4uu:

Levofloxacin / fl eeoQnoxcaqrn
Batch / Ceprn: ABB4143

Manufacturing site / flpor:ao4rrenu:
Alfresa Fine Chemical Corporation / AaQpeca Oaix Kemrxar

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

Name and address of bulk manufacturing site /
Hageoxue u odpec npuseodcmeo eomoeoil
/,eKopcmBeHnofr hopmar

NextPharma Oy, Finland / AO HexcrOapma, <DnHnnx4rR

Niittyhaankat u 2O, 337 2O, Ta mpere, Finland

Name and address of packaging site /
Hoaeonue u adpec nnot4adxu, omeetarct4eil so

ynoKoeKy:

Primary Packaging site / l-lnoqa4Ka nepBhqHoi ynaxoexr:

NextPharma Oy, Finland / AO HexcrOapma, tDrnlnx4rn

Niittyhaankat u 20, 337 20, Ta mpere, Finland

Secondary Packaging site / llnor4aAKa BroprllHoi ynaxoaxr:

! NextPharma Oy, Finland / AO HexfiOapma, OnxnnH4rn

Niittyhaankat u 2O, 33720, Tampere, Finland

I tvtanufacturing Packaging Farmaca (MPF) 8.V., the Netherlands

/ MaxySaxrypuxr flexr4xrx Oapnnaxa (MnO) 6.8., Hr4epaax4ut

Neptunus 12,8448 CN Heerenveen, the Netherlands

Name and address of release site /
Hogeanue u odpec npouzeodumenn (Banycxarct4uil

KoHmponb xoqecmea)'.

Santen Oy, Finland / AO Caurex, Qunnangua

Kelloportinkatu 1, 33100, Tampere, Finland

Presentation torm I
Oopnna BbrnycKa

Eye drops, 0.5 % (dropper bottle) 5 ml x 1 (carton pack) /
Kannn raagxurc,O.5%($aaxox-xanenuxrqa) 5 ml x 1(navxa

xaproxHan)

Stabifity period I Cpox eoduocmu: 3 years. Use within 28 days after opening /
3 roAa. l4cnoaugoearb B reqeHhe 28 4nei @

Storage conditions I Ycnoeun xpaHeHun: At the temperature not higher than 25"C /
nph reMneparyPe He eHuJe-25"C

Label code / KoA errxerxr P110600011803

Carton code / KoA na,{xr xaproxxoi P101100011802

Leaflet code I KoA hMI1 P090800013473

Test/ Iloxagarenu Requirements/ Hopmur Results/ Perynurarut

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. I
I1o 5 mn pacrBopa eo Qaaxoxe A3 nonn?rnne+a

x uaxoi nrrorHocrrt c Ha xoHeq H r xonn-xa nea ux r qei
u 3aBHHqlaBaoqeicn xputltlxoi' flpoapavxoe

nneHoqHoe Konbqo A,tlff KoHTponF nepBoro

BcKpbrrxn $aaxoxa. Qaaxox c rncrpyx4reil no

nohMeHeHrlo noMeulalor B KaproHHylo 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. I
llo 5 run pacrBopa eo Qaaxoxe n3 nolt ?lnleHa
x rasxoi n,norHocrl4 c Ha KoHeq H t,t xotu-xa nea uH r qei

h 3aBHHqrBanqeicn xputulxoi. flpoapavroe

n,neHoqHoe KonbLlo Arf KoHTpOnR nepBoro

Bcxpbrrr4r Snaxoxa. OnaxoH c raxcrpyxr-p'rei no

nohMeHeHnlo noMeqeHbl B KapTOHHyp naqKy.

Labelling /
Mapxupoexa:

The followine information is indicated on the
primarv pack (label of the bottlel in the Russian

lansuase: the brand name of the medicinal

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

lansuage: the brand name of the medicinal



OFTAQUIX Batch 1850431 {reference to Certificate of Analysis dated 16.06.20221

OQraxarxc Ceprn 1850431 (ccurnra xa ceprnQnxar aHanr3a ot 16.O6.2O221

product with R, international non-proprietary
name, dosage form, quantity of the medicinal
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
secondary pack (carton) in the Russian languaee:
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 of the 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 "fo4ex 4o:"),
manufacturing date (as "flpo13ee4exo:"),
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 ofthe package can be factory
production technology codes and technical details.
The location and color ofthe 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 srhxerxe 6aaxoxa xa pvccxorrn Rgurxe

vKa3btBaK)T: ToproBoe HailMeHoBaHre npenapaTa c
npeAynpeAxrenuxofi r'napxrpoaxoi o,

MexAyHapoAHoe HenaTeHToBaHHoe

HarMeHoBaHre,,neKapcrBentan Qoprua,
KOnhqecTBo npenapaTa B Mn, AO3XpOBXa, HOMep

cepuu, AaTa oxoHqaH14f cpoKa roAHocTt4,

npeAynpeAxrerbHar HaAnhcb: < Crepr,nuxo>,
(l4cno,nb3oBarb B TeqeHre 28 4xefi nocae
Bcxpblrr4f, Qaaxoxa.>, ycnoBtan xpaHeHhf,, nororun
KoMnaHr,1 narnHcKy''|/.n 6yxaamr <Santen >,

HarMeHoBaHre n cTpaHy BraAenbqa

product with R, international non-proprietary
name, dosage form, quantity of the medicinal
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 languase:
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 of the 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 "fo4ex 40:"),
manufacturing date (as "flpor3Be4exo:"),
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 are identification means (lS) for
monitoring the movement of drugs. On all
components ofthe package are factory production
technology codes and technical details. /

Ha gtrxerxe 6aaxoHa na pvccxom Rgurxe vxagaHo:
TOproBoe HallMeHoBaH14e npenapaTa c
npeAynpeAhreauxoi mapxupoaxoi @,

MelKAyHapoAHoe HenaTeHroBa H Hoe

HahMeHoBaHne,,nexapcrBex xaR Qopnna,
KO,nHqecTBO npenapaTa B Mn, Ao3l4poBKa, HOMep

cepvu, AaTa oKoHqaHrR cpoKa roAHocTl4,

npeAynpeAxrenbHaR HaAnncb: < Crepu.nbno>,
<l4cnoausoBarb B Ter{eHhe 28 4xei nocne
BcKpbrrxf, Qaaxoxa.>, ycnoBhn xpaHeHrF,,nororhn
KoMnaHhr naruHcr.uMu 6yxeamu <Santen >,

HahMeHoBaHre r cTpaHy BraAerbqa

Page/Crpaxraqa

2/t



OFTAQUfX Batch 1850431 (reference to Certificate of Analysis dated L6.06.20221

OQraxenxc Cepnn 1850431 (ccunxa xa ceprnQnKar aHanr3a or t6.O6.20221

ntation ncp-oonu/o8-24!tt7 with changes Ns 1-5 /

Ka,{ecrBo npenapara coorBercrByer rpe6oeanrRM HopMarhenoil 4oxymeHraLlrr ncP-ooL!oL/o8-24LLt7 c ras^ ' Ng 1-5

Date/Aara 16.06.2022.'.
Signature/floAnrcb:' iOl' JLt0\-\'\ \ Seal/Ilevaru

I' Taria Tuovinen
Qualified Person

Page/CrPaurqa
3/3

n/ nnn rpa|nqecKhe BHyrpt,r3aBoAcxoi (-re)
rexHla.recxril ( e) xo.q (-ur) npenapara/ynaxoexr.

Ha xaproxHofi naqxe xa pvccxoM ngutxe vxaaaHo:

TOproBoe HarMeHoBaHne npenapaTa c

npeAynpeArrenuxoil maPxrPoexofi @,

/reKapcrBeHHar 0opMa, MelxAyHapoAHoe

HenaTeHToEaHHOe HahMeHoBaHhe, Ko,nrqecTBo

npenapara B M/1, xo,t|h'{ecrBo QnaKoHoB BO

aropnvHofi ynaKoBxe, Ao3xPoBKa,

n peAyn peAnre/t b H bl e HaAn ncl4 : < Crepra bxo. >,

<flo peu,enry.>, <MecrHo B r.fla3')), <flepe4

nprMeHeHheM 03HaKoMbrecb c nprnaraeruoil

rxcrpyxt-1rei.>r, <XpaHilrb B HeAocrynHoM 4an

Aereil mecre.>, <l,lcno,nuaoBarb I ret{eHtae 28

4Hei nocae BcKpblrl,ls QnaxoHa.>, ycnoBnl

xpaHeHhR, HahMeHoBaHre r coAepxaHre

4eicreynulefo Bet4ecrBa r 6exsanxoxl4R

xnophAa, nepet{eHb BcnoMorarerbHblx

KoMnoHeHTog a 1 Ma npenapara, HoMep cepvn,

Aara oKoHqaHhf cpoKa roAHocrx,,qara

l43fOTOBne H l4f, ,,nororH n KoMn aH r h,naril Hcxt4Mt4

6yxeamr ((Santen)), HahMeHoBaHhe ta crpaHy

BnaAenbqa pef hcrpa4roHHoro yAocToBepeHrfl ,

R B,nr tolqerocs opra H u3a qr ei, ocyqecrean rcu.t e il

BbrnycKatou{l4i xoxrponu Kaqecrea,

HahMeHoBaHlte $rpmut, no n rL{eH3ht'l xotopoi,
npox3Be,AeH npenapar (a Qopmare (no,nrqeH3rt,t

0rprvrur !aivra CaHxro Ko. .tlr4. f noxrn>), HoMep

pe rl4cTpa qhoH Horo yiqocTo Be peH rf , ulTp14X-KOA,

r-lrspoeure n / u nn r pa$nvecKh e a Hyrpraa ao4cxofi

(-re) rexHnvecxrafi ( e) xoa (-ur)

npenapara/ynaKoBK14'

,Qonon nrreabHo nphcyrcrBylor cpeAcrBa

r4eHrrQnxaqun (CA) Allr MoHhrophHra

ABhlKeHrfl ,neKapcrBeHHblx npenaparoe. Ha ecex

KOMnOHe HTax yna KoBKx n pxcyrcrBytoT 3a BOACKI4e

TexHo/lor],lqecKile KOAbI h npo143BOACTBeHHble

TexHrqecK14e Aera/lr.

uf nnn rpa$uqecxre BHyrpr3a Borqcxofi (-re)
rexxH,.tecxril ( e) xoa (-u) npenapara/ynaxoaxn.

Ha xaproxHoi na.txe xa pvccxotvl Rgutxe

vKa3brBaloT: ToproBoe HailMeHoBaHne npenapaTa c

npeAynpeArrenuxoi mapxrpoaxoil @,

nexapcrBeHHan Sopma, MexAyHapoAHoe

HenaTeHToBaHHOe HarMeHOBaHre, Ko.,l14qecTBO

npenapaTa I Mn, Ko/ll4qecTBO Q/IaKOHOB BO

aroprr noi ynaxoBKe, Ao3l,tpoBKa,
npeAynperqhrenbHbte HaAnhcr : <CreprabHo. >,

<flo peqenry.>, <rMecrHo B r.na3')), (nepeA

nphMeHeHreM 03HaKoMbrecb c nprraraemoi
rrcrpyxtqrei.>, <XpaHrru B HeAocrynHoM Ann

4erei mecre.>, <lzlcnorbaoBarb B reqeHre 28

Axei nocae Bcxpbtrxn $naxona.>, ycnolua

xpaHeHrf,, HarMeHoBaHre r coAepxaHxe

4eficrayror4ero Beu{ecrBa r 6exganxoxrR

x/i.opnAa, nepeqeHb BcnoMorarenbHblx

KoMnoHeHToe g 1 Mn npenapara, HoMep cepnn'

Aara oKoHqaHHf cpoxa roAHocrx, Aara
143roToBreHu A, AOf OT An KOMnaH r r /laTil HcxHM14

6yxaamr <<Santen>, HaxMeHoBaHtae ta crpaHy

BnaAenbqa perrcrpaqxoHHof o yAocToBepeHhR,

R B.nR lor4elocn opra H r3a qr efi , ocyqecrean rc qe i
Bbrnycxatoqhi xoxrPonu Ka'{ecrBa,

HanMeHoBaHne $upnu, no nnqeH3xrl xotopoi,
npor3BeAeH npenapar (e Qopmare (no nxu,eH3rl14

Qr,rpruur frailuu Caxxro Ko..rlr4. flnorrn>), HoMep

perrcTpa Ll,14OH HOrO yAocroBe pe H 14fl , l]lrpl4x-KoA,

qnQpoeue n / unu rpa$nqecKre axyrpraaeo4cxoi
(-re) rexrrvecxrfi ( e) xo4 (-ut)

n penapara/ynaKoBKl4.

,Qonoa xrrenbHo Moryr nprcyrcrBoBarb cpeAcrBa

r4e HrrQr xa L\un (CVl AnF Mo Hl4ropr H ra

ABHXeHTs ,neKapcrBeHHblx npenaparoa. Ha gcex

KOMnOHeHTaX ynaKoBK14 MOryr nphcyrcrBoBaTb

3aBOACKre TexHo,nornqecKre KoAbl l',l

npor3BoAcrBeH Hble rexHrqecxxe Aefa nn. Mecro

pacno/loxeHxR x l-lBer Ch, rexxoaorrqecxrx
xoAoB 14 npor3BoAcrBeHHblx Aeraaefi Moxer

MeHRTbCR B 3aBncrMocrl4 0T TeXHO/lOrnt{ecx14x

oco6eH xoctefi n poraeo,qcrea. [seroaule orre HKta

MaKeTOB ynaKoBoK MOryr OTnrqaTbcn oTTaKOBbIX

Ha KoMMepqecxofi ynaxoeKe, TaK KaK 3aBrcfiT or


