
$anten
CERTIFTCATE OF ANALYSIS/ Page I of4/
cEPTllOl4KAT AHAJ|I43A CrpaHrua I Ia3 4

Produc, llpo,{yKr OFTAQUIX 5 MG/ML EYE DROPS 5 ML /
OOTAKBI4KC 5 MT/MJI KANIU T,IA3HbIE 5 MJI

Product codc/ Ken npe||apara 30818

Batch no./ J,li ceDrjt, 3414261
Date of manulacturing/ Aara 05/2025
nDor3BollcTBa
Date ofanalysis/ Aara araru3a 0'l/2025
Date ofexpiry/ Aara rcreqeHu! 05/2028
QDOka roll|ocl tl

Tesa/ABaJr[3 Requiremelts/TpeooBrHls Results/ Utrits/
Perynbrar6r E.tnnrqu

r|3MepeBus

Sterility / Solution must be sterile / Sterile /
Crepururocrl PacrBop aonxeu 6urs creprrrHutn Crepl,rluufi
Appearance / Light yellow or light greenish-yellorv solution / Light greenish-

Ollcanre Caerno-xenrbli HJttr cBer,'lo 3cjleHoaaro-xe;rrlti yellou'solution
pasrBop

Clarity / Ilpo3pa,llrocTr Product must be clear or stand aomparison with Product is clcar
rel'erence I / / npenapar
llpenapar .uoaxer 6LlrL npo3paqHr'IM u,'lx npo3pa'rubri
BLraepxxBarb cpaBHcHHe c )ranoHoM I

Color / UBelHocrr, Product must stand comparison with reference GY3 Product stands

I comparison with
flpenapar ronxeH BuAepxuBarb cpaaueHte c refercnce GY3 /
)raJtoHoM GY3 llDenaDar

"",g"p*""u",cpasHeHre c

franonoM CY3
Mechanical impurities / Complies with the requircments / Complies /
Mexarrrqecxre B coolBelc'rBtr c rpc6oBaHrqN4l Cooroercr'oyct
IlK.llrurtc H,
Identilication / UV absorption spcctrum oftest solution must Complies /
UV-speotrophotometry corcspondtoUV-spcctrumoflevofloxacin Cooreercreyer
/ Levofloxacin / standard solution /
l4lertrrQxKauxr/ yo-o[eKrpnor.noltsHhtrjcnbtryeMoropacrBopa
yO- rorxeH coorBeicrBoBarb yo-cneKrpy

cnerrpo$o-rovcrpar / cralrapruoro pacroopa :teootp,roxcaurna

JIeBoonoxqauHll
ldentification / IlPl.C / Retention time ofthe main p€ak on the Complies /
Lcvofloxacin/ chromal,ogram oftcst solution must correspond lo Clooreercrayer
H.ucrlrSrraurr/ the main peak on thc ohromalogram oflevofloxacin
B?XX / standard solution /
Jleso$rorcaurr Bpeul y,aepxaaauur ocHoBHoro rt{Ka na

xpoMarorpaMM€ rcnbrryeMoro pacrBopa ao,lxtlo
coorBercrBoBarb BpcMeHt yaepxxBaHnt
ocHoBHoro nl-t|(a Ha xpoMaTofpaMMe cTaH,4apruoro
pac rBopa neBooirokcarlHrra

CBerno
39,'reHOBaTO-

x€,'l'tbri
pacraop



$anten
CERTTFICATE OF ANALYSIS/ Page 2 ol '1./

CEPTI{OIIKAT AHAJIH3A ClrpaHllta 2 x, 4

Product npolyKr OFTAQUIX 5 MG/ML EYE DROPS 5 ML /
OOTAKBIIKC 5 MT/M,'I KANJII,I F,'IASHbIE 5 M,'I

Product code/ Kol npenaPara 30818

Batch no./ Ne ceprx 3414261

Datc ofmanul'acturing/ Aara 05/2025

npoH3BoacTBa

Date ofanalysis/ Ilara aHan[3a 07/2025

Date of expiry/,{ara ucreqeHtrt 052028
cpoKa fo.anocTr.r

Test/AnaJ[3 Requirements/TpeooBaHrn Results/ Units/
Perynbrarr,r Ellnxurt

r|3M€pefli|t

Idcntilication / tlPI.C / Retention time oft$o main peaks on thc Complics /
llen:zalkonium ch loride chromatogram o1'test solution m ust corrcspond to Coo'|Bsl cljl) e '
/ H;tcrrusnrattur / two main pcaks on the chromatogram of
lllxx / BeH3aJrkoHur benzalkonium chloride standard sample /
xnopxr Bpevr y.acpxleauna aByx ocHoBHblx nlKoB Ha

xpoMaTorpaltM9 ncnblryeMolo pacTBopa io.lxHl'l
cooTBe'rcrBoaaTb BpeveHaM !;lepxuBaHEl jtByx

oclloBrl6lx llllxoB Ha xpoMarofpaMllle

cratt,aaprttoro o6pa:ua 6cll3arKoHtlt x,'toprila

Assay / IIPLC / 4.75 5.50 5-05 mg/ml/

l-evolloxacin / M|/MJ

Ko-tt.!cc'tBeHHoc
(nlpeAe.qeHhe / B?XX
/ JleBoQiroI{caufiH

Assay/ HPLC /D- < 0,5 0'20 o

Ofloxacin/
KoirxqecrBeHxoe

onpereneHlre / B3)KX
/ D-oono(caurH
Assay/ I{PLC / 0'0425 - 0.055 0.049 mg/ml/

Bcnzalkonium chloridc Mr/Mil

/ Ko-'rxqec, BeHHoc

ollpeAerleHtte / B')XX
/ 6eH3ankoHtt L'ropnA
pll 6.0 7.0 o'o

Volume ofpackage > 100 107 o/o

contents / O6leu
cojrepxli Mofo
ynaKoBKu

bsmolalitl.'/ 27o - 340 299 mosm/kg /
(JcMont,r6Hoc"rb MocMoilb/Kr

Rclated substances / 31,2 BLOQ/ linKo Vo

tIPLC / Levofloxacin /
Total impurities /
Po,acraeH H ue
coe,lHHeHxt / B?XX /
JleBoonoxcauriH /
CyMMa nprM€cei



$anten

Related substances / <0.2
llPl,C / l,evofloxacin /
Deslluoro-
levolloxacin/
PorcrBeHH6re
coearHeHnt / B?XX /
JlcBo(DJloKcauuH /
,I{cr$r opo-
JICBO(pJrOKCaUrfl

lielated substances /
llPl,C / l,evoflo\acin /
ItorcrBet rhre

coearHeHlir / B')XX /
JIeBoonoKcaurrr /
Dcsmcthl l- :0.2
levofloxacin/
Ae3Mgrxn-
neBoonoKcauxH
l-evolloxacin-diamine/ 30,2
JIeBoonoKcauuH-
/lHaM l,fll
l,cvofloxacin N-oxide/ < 1,0

Jleao$,rorcauru N-
ol(cfijl
Othcr singlc related :0.1
substanoes/ ,qpy |He
ti HAl.i Bl.rjly al I b H ble
poltcTaelrllblc IrpliMecH

CERTIFICATE oF ANALYSIS/ Page 3 ol4/
CEPTI4OI.IKAT AHAII{3A CrpaHrua 3 H3 4

Producv flpo.ryn OFTAQUIX 5 MC/ML EYE DROPS 5 ML /
OOTAKBI4KC 5 MT/MJI KAIIJII,I f,lA3HbIE 5 MJI

Product codc/ Ko.r t|DcnaDara 30818

llatch no./ J'{! cepnu 341426'l
Date of manulacturing/ ,,rlara 0512025

nporSBo/.lcrBa

Da(c ol'anal) sis/ llam aHa,qu3a 0712025

I)atc ofexpiry/ Aara HcreqeHrt 05/2028
cpoKa loatlocr.u

Tcst/ AHanu3 Requircments/ Tpe6oBaHut Results/ Units/
PerynDTarbr f,al|nxubl

l|3mepeEur
Nll/ HO Vo

Bt,oQ/ HllKo %

BLOQi HnKO v"

BLOQ/ frnKo o/o

BLOQ/HIIKO %

Bt,OQ/lltlKO = Below I-imit ofQuantitation/ Hfixe uperelra Ko.iIl,rqecrBeHsoro onpe.lereHrc

ND/llO = Not l)etected/ He o6napyxeHo
RR'l'iOBy = Rclati\e Retention Time/ Ornocrrcrtttoc Bpet\tt yrepxuBaHut



$anten
CERTIFICATE OF ANALYSIS/ Page 4 of4/
CEPTI{OI4KAT AHA,II'I3A CrpaHxrta 4 13 4

Product/ Ilpo.ryrr OFTAQUIX 5 MG/ML EYE DROPS 5 ML /
OOTAKB]IKC 5 MT/MI KAN,'II4 T,'IA3HbIE 5 MJI

Product codc/ Kor npenapara 30818

llatch no./ J,{! oeprx 3414261

Date of manul'acturing/ Aara 05/2025

flpor,r3BoacTBa

Date of analysis/ ,qara aHanu3a 07 /2025

Dateofexpiry/,[araHcreqeHnq 05/2028

cpo(a ro,lHocl r.l

I hereby cenil) that the ak)vc-mentioned batch was pmduced and qualiq cont()l lcslcd in uccordance $ith thc

approved master fbrmulae. process instructions and quality control test mcthods. The batch documentation and thc

analy'.sis records wcre revie{.ed and found to be in lirll compliance with the relevant cuffcnt (;MP rcquirements and

conditions set out in the Marketing Authorization issued b].' the appropriate Regulatory Authorit). No deviations or

occurrences which may have an inlluence on the product qualit) uere noted.

l.lacTorulxM noaTBepx(Aalo. ero Bb treyka3aHHar cepxl 6u;ra rrpolleelena r npol|tna npoBcpKy KaqecIBa B

cooTBeTcTBl,ll c }TBep4-IeHHLIMl,l TexHo.lof,qecKI,IM pe r.IaMell'IaM}j l,| l,HcTpyKul,|'Mh. a TaKxe McToAaMlj

xonrpo,rl ratectna. AoKyMeHTaurr HaIaHHyrc cepH$ npenapara H o'tqerhr o npoBellcrlrtHX allanulax npoBepeHbl.

Ilonfnepxr,leHo rix noJtt|oc coorBsrclBfie ileicrBytotltl.tM rpc6olaHrrv Har;teNatt(ei IlpoH3Bo,'lcrBcHHoi npaKTkktl

x ycrroB6rM PerlcrpauroHHoro y,qocroBepeH,.tt. BhrrlaHltofo coorBc-rcrnynulnu Kontpo,turlblM opfatloNl. KaKxx-

nI,160 orx.'roIcH]ri u,irr tBJtcHHft. Koropble Moryr noBlll-ltrb Ha Kaeecrao lpenaParc. tte o6lapl xelo

Santen Oy, Tampere/ CaHTIl| AO, TsMncpe

13 Feb 2026 | 13 Qea 2026 I .

/^ -/:(i At \ 'J U-(-h-\a --\,
I-l-arja 

Thor inen
Producl Qualit) Lead. Qualilled l)crson)/
llc.ayull.rii cnellranHcr no Kdqec'rBy Ilpo.llyKIll-tu-

vno"'rHorr40'teHHoe iruuo



OFTAQUfX Batch 3414261 {reference to Certificate of Analysis dated 13.02.20261

Oora|{sxKc Cephf, 3414251 (ccbr.nKa Ha ceprhorKar aHa 
^rca 

o] 13,O2.?:O25,

qflmporting countrv / CrpaHa BBo3a: Russia / Pocclrs

Marketint Authorisation of importing country /
Peeuc mpo Lluo H Hoe ydocmoeepe H ue cmpo H d ae03o :

nn-Ne(003525)-(Pf-RU) or 27.r0.2023

Active Pharmaceutical Ingredient batch and
manufacturing site /
Cepua u npoutoodumenb 6apMo4eamuqeckod
cv6cmoHuuu:

Levofloxacin / neBo0roxcaqliH
Eatch / Cepxr: ABC5055
Manufacturing site / npoh3aoArrerb:
Alfresa Fine Chemical Corporation / ArOpeca OaiH XeMrxan

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

Name and address of bulk manulacturing site /
Holeouue u odpec noouzeodcmeo eomoeoi
neKopcmeeHHoi 6opMbt:

NextPharma Oy, Finland / AO HexcroapMa, O!rHnf,HArF

Niittyhaankatu 20, 33720, Tampere, Finland

Man uf actu ri ng Licen ce f fr uqe azna : F IMEA/ 2O2O /OOO897

GMP EAEU: NeGMP/EAEU/BYI00398-2025

Name and address of packaging site /
Ho3adHue u odpec nnou,qodxu, omeetorcqei zo
ynoxoaxy:

Primary Packaging site / nroqaAxa neparqNoi ynaRoaxx:

NextPharma Oy, Finland / AO HeKcroapMa, OrHnFHAr4ff

Nlittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence /,nxqeH3xs: F lM E A/2020/000897

GMP EAEUr NeGMP/EAEU/BYI00398-2025

Secondary Packaging site / nroqaAKa BropxqHoi ynaxoaxr:

lManufacturing Packaging Farmaca (MPF) 8.V., the Netherlands /
MaHyoaKqyprHr next,tAxxH OapMaKa (MnO) 5.8., HhAepraHAbl
Neptunus 12,8448 CN Heerenveen, the Netherlands

lManufacturing Licence / nuqeH3ust 1O863OF

GMP EAEU: NeGMP/EAEU lRU /OOS7 2-2022

Name and address of release site /
Ho3eoHue u odpec npou3eodumenn (Bbrnycxotoului
KOHmpOnb xoqecmeo)l

Santen Oy, Finland / AO CaHDH, OvH^AHAna
Kelloportinkatu 1, 33100, Tampere, Finland

lM anufactu ring Ljcence / ,nx qeH3rn: FIM E A/2023/006935

GMP EAEUi NeGMP/EAEU/BY/00378-2025

Presentation form /
OopMa Bbrnycxa

Eye drops, 0.5 % (dropper bottle) 5 ml x 1 (carton pack)/
KannI rra3Hbre,0.5 % (0.4axoH-KanenbH{qa) 5 Mn x 1(naqKa
xapToHHas)

Stability period / Cpox ?odHocmu: 3 years. Use within 28 days after opening /
3 fo,qa. l,4cnonb3oBarb B Te,reHhe 28 AHe; nocre oTKobrrrF

Storage conditions / ycno1uq xpoHeHua:

i"o"t -a" 7 xoa :tr*"r*,

At the temperature not higher than 25"C / l

tlph reMneparype He aulggl5'C. -__
P !10600074297

Carton code / KoA na.{fir.1 xaproHHoi P101100014296
Leaflet code / KoA Mn P0908000r4769

Page/Crpaxuqa
L/4



oFTAQUIX Batch 3414261 (reference to certificate of Analysis dated 13.02.2026)

OOraKBxKc Cepxt 3414251 (ccbt,|xa Ha ceprroxxar aHatr3a or 13.02.20261

Page/Crparrqa
zl4

Test/ noxaiarerb Requirements/ HopMu Results/ Pe3yrbtatbl

Packaging /
ynoKoeKa:

5 ml in a low-density polyethylene bottle with a

dropper-tip and screw cap. The bottle with the
leaflet is in the carton pack. /
no 5 Mn pacrEopa Bo 0naxoHe h3 norr3rrneHa
Hx3|{oi nlorBocrl,r c HaRoHe'rHl,rxoM-xane,4bHrqei

r gaglxqrga|oueicn KpbrulKoi. OnaRoH c

r,rHcrpvFL{hei no npxMeHeHro noMeula|oT B

KaproHHy|o naqKy.

5 ml in a low-density polyethylene bottle with a

dropper-tip and screw cap. The bottle with the
leaflet is in the canon Pack. /
no 5 M.n pacrBopa 8o Qnaxore re nolrauaexa
Hx3xo; nnorHocth c HaRoHe,{HtlxoM-xane,nbHxL{e;

,1 gaarH,rrgalou.leicn Kpblt!xoi. (D./taxoH c

|,lHcrpyKqtei no np MeHeHrKt noMeuleHbl g

RapToHHylo naqxy.

Labelling /
MopKuposxo:

The followinq information is oresent on the
orimarv oack (label ofthe bottle) in the Russian

languaee: the brand name of the medicinal

product with R, international non-proprietary

name (in Russian and English), dosage form,
quantitv ofthe medicinal product in ml, strength,

batch number, expiry date, warning: "Sterile.",

method of administration: "Topically." company

logotype in Latin letters "Santen", name and

country of the registration certificate holder,

codes.
The followins information is oresent on the
secondary oack {carton) in the Russian laneuasei

the brand name of the medicinal product with R,

dosage form, international non-proprietary name

(in Russian and English), quantity of the medicinal

product in ml, strength, warnings: "sterile.",
"Prescription.", "Method of administration: see

instruction for medical use (patient information

leaflet)" ,"Keep out of reach of children", "Use

within 28 days after the first opening of the

bottle", "Opened on:-"i method of
administration: "Topicallv.", storage conditions,

name and content ofthe active substance and

benzalkonium chloride, list of excipients in 1 ml of

the medicinal product, batch number, expiry date,

manufacturing date, company logotype in Latin

letters "Santen", name and country ofthe
Marketing Authorization holder and release
qualiw control. name of the company-licenser (as

"with a license of Daichi Sankyo Co., Ltd, Japan"),

registration certifi cate number, bar-code, codes.

The first-opening control of the carton pack in the
form of a transParent sticker.

The followinq information is indicated on the

orimarv oack (labelofthe bottle) in the Russian

lanEuase: the brand name of the medicinal

product with R, internatjonal non-proprietary
name {in Russian and English), dosage form,
quantity ofthe medicinal product in ml, strength,

batch number, expiry date, warningr "Sterile.",

method of administration: "Topically." company

logotype in Latin letters "Santen", name and

country of the registration certiticate holder,

code(s).
The following information is indicated on the

secondarv pack (carton) in the Russian lansuase:

the brand name of the medicinal product with R,

dosage form, international non-proprietary name

(in Russian and EnSlish), quantity of the medicinal

product in ml,, strength, warnings: "sterile.",
"Prescription.", "Method of administration: see

instruction for medical use (patient information

leaflet)", "Keep out of reach of children", "Use

within 28 daVs after the first opening of the
bottle", "Opened on:-", method of
administration: "Topically.", storage conditions,

name and content ofthe active substance and

benzalkonium chloride, list of excipients in 1 ml of
the medicinal product, batch number (batch

number formation ofthe finished product: the

batch number assigned to the'in bulk' product on

the primary packaging may be supplemented by

characters {letters or numbers) additionally

assigned to the intermediate/secondary
packaging. In this way, the batch number given on

the intermediate/secondary packaging may be

several characters longer than the batch number
given on the primary packaging), expiry date,

manufacturing date, company logotype in Latin

letters "Santen", name and country of Marketing

Authorization holder and release quality control,

name of the company-licenser (as "with a license

of Daichi Sankyo Co., Ltd, Japan"), registration

certificate number, bar-code, code(s), The

presence of a first-opening conttol for the carton
pack in the form of transparent stickers is

oermitted.



oFTAQUfX Batch 3414261 (reference to Cenificate of Analvsis dated L3.02,20261

OoraKBraxc Ceprn 34t426L (ccdnKa xa ceprxoxxar aHa 
^xsa 

or L3.02.20261

Additionallv, there mav be identification means

i15) 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, p.ocess 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 theV depend on the
technical characteristics of the printers. /
Ha 3ThxerRe OnaKoHa Ha pvc0(oM a3btKe

vxa3braaloT: TopfoBoe HarMeHoBaHhe npenapaTa c

npeAynpeAr4ienbHoi roapxrpoexofi o.

MexAVHaporqHoe HenaTeHToBaHHoe

HahMeHoaaH14e (Ha pycc(oM14 aHrrricKoM
fl 3brKax), neRapcTBeHHar QopMa, Ko,ttltecTBo
npenapara B Mn, Ao3hpoEKa, HoMep cepx11, Aala
oxoHLraHrF cpo(a roaHocrh, npeAynpeAhTerbHaS
HaAnhcb: (CTepHnbHor; flyrb BBeAeHrn:
(lMecrHo.),,noforrn {oMnaH!iq rarrHcKhMt4
6y(BaMh (Santen), HarMeHoBaHre, crpaHy
Bnaae4bqa per14crpaqroHHoro yAocToBepeHxs,
quopoBbre r/ n|. rpao.aqecKhe BHyrph3aBoAcxoi
(-ue) rexr rvecxr i ( e) xo4 (-sr)

npenapara/ynaxoaxr.

Ha xaoroHHoi naqxe Ha pvccKoM t3btKe
y!43!l!3!9l loproBoe HaxMeHoBaHre npenapara c

npeAynpeArrenbHoi uapxrpoaxoi o,

neKapcrBeHHaF oopMa, MeN{AyHapoAHoe

HenareHToBaHHoe Ha|4MeHoBaHre (Ha pyccxoM l,r

aHrnricr{oM F3brKax), Ko,nr,lecrBo npenapara B

Mn, AO314pOSka, npeaynpeArlerbHbre HaAnrcr:
(CreprnbHo.r, (Tlo peqenry.r, (Cnoco6

nprMeHeBhF: cM. hHcTpyxqy |o no MeA!1t-{r.lHcxoMy

nprMeHeh14lo (n|4crox-BKnaAbr.!)), (XpaHrrb B

HeAocTynHoM Ang Aerei Mecre.), ( tlcno,nb3oBarb

B re,reHte 28 AHei nocre nepaoro acxpbrrxt

0naxoHa.", (Or(pbrto:-D; nyrb BaeAeHxt:
(MecrHo,)j ycnoBrlF xpaHeHrt, HarlMeHoBaHte,
coaeprRaHhe Ae14cTay|oulero BeulecTBa h

6eH3arxoHra X,'lopl,rAa, nepeqeHb
gcnoMoraTe/rbHbrx r(oMnoHeHToB a 1 M,/l

npenapara, HoMep ceprt,t (Qoprvrrpoeaxr,re cepr,u,r

roroaoro npoAykTa: K HoMepy ceprl1,
nprcBoeHHoMy npoAyKry (in bulkr x yxa3aHHoMy

Ha nepatqHoi ynasoBXe, Moryr Ao6asnnrbct
clrMBonbr (6yxBbr rnr qhOpb|), AononHrrenbHo
nprcaoeHHbre Art npoMexyroqHoi/8Top11,lHofi
ynaxoexr. Taxrlr o6pa3oM, HoMep cepxrl,
yxa 3aHHoi Ha npoMexyro.rHoi/ aropuvxori
vnaxoBXe MoxeT 6btTb Ha HecKonbko c{M8o,noB

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 3TrRerKe OraKoHa Ha pvccxoM 93brxe VXa3aHol

TOproBoe HaHMeSoBaHre npenapara c
npeAynpeArre/rbHoi MapkrpoBkoi o,

MexAyHapoAHoe HenareHToBaHHoe

HarMeHoBaHhe (Ha pyccxoM h aHrnrricxoM
F3brkaxJ,,neSapcTBeHHar QopMa/ Ronhqecl8o

npenapara B Mn/ Ao3xpoBRa, HoMep ceprr, Aala
oKoHraH14a cpoKa roAHocTr, npeaynpearre,nbHat
HaAnrcb: (CTephnbHo), nyrb aBeAeHrr:
(MecrHo.), nof orun xoMnaHtH /larrHcRr.rMr.r

6yKBaM,4 (Santen)), Ha|4MeHoBaH!ie h crpaHy
BraAen6qa perhclpaqhoHHoro yAocToBepeHhfl ,

qxOpoBbrel.1 fpaOrqecKre BHfrpr3dBoAc(ot
TexH|,lqecxri r(oabr npenapaTa/ynaKoBX14.

Ha xaprorsoi naqxe ra pvccxou n:orxe vxagano:
TOproBoe HaIMeHoBaHue npenapaTa c
npeAynpeArrenbHoi MapKxposxoi 6

ne|{apcrEeHHas QopMa, MexAyHapoAHoe
HenareHToSaHHoe HarMeHoaaHhe {Ha pycckoM 14

aHfnhicxoM t3btRax), xont,{ecTBo npenapara I
M/r, ao3xpoBRa/ npeAynpeArTe/lbHbre HaAn}4c|,l:
(Crepx,nbHo.D, (no peqenry.r, (Cnoco6

nptMeHeHrr: cM. r.lHcrpyKr.lr|o no MeArqrHcKoMy

nprMeHeH|/1|o (nrcroK-BknaAbruJ))), (xpaHrrb I
HeAOCTnHOM Ar8 Aerei MeCTe.r/ ( 14Cno/rb3OBarb

I TegeHre 28 AHei nocne nepaofo Bcxpbrr4a

onaRoHa.)), (OrKpbrro:_)); nyrb aBeAeHla:
( MecrHo.D, Vc.noBrt xpaHeHra, HahMeHoBaHhe14

coAepxaHre AetcrBypL4ero Beu{eclBa h

6eH3ar|(oHra xnoprAa, nepeqeHb
BCNOMOTATEIbHbIX KOMNOHCBTOB A 1 M,r

npenapara, HoMep cept4h, AaTa oxoHqaHri cpoxa

IOAHOCTI.I, Aara npol!3aOACTBa/,nOrOTxn xOMnaHrtl

narxHcxllMt 6yxEaMri (SantenD, HaHMeHoBaHue14

crpaHy snaAerbqa perl4cTpaqroHHoro
yAocroEepeHl,|8 r,1 Bbrnycxa|oulero xoHTponS

xaqecfBa, HarMeHoBaHre oxpMbr, no,/lrqeB3n14
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ecxpurvr xaprornofr na,ixla a Brae npo3paqHoi

uaxleirr.

AonorHnrenbHo nprcyrcr8ypr cpeAcrBa

xAeHruOrKaL{rta (Cl4) A/|n MoHttropl1Hra

ABxxeHrf, neKapcrBeHHbrx npenaparoB. Ha Bcex

koMnoHeHTax vnaxoaK, nprcyrcrByroT 3aBoAcxre

TexHororrqecRre xoabl l,1 nporl3EoAclaeH Hble

TexHrqecKte aerar|/|.

nepBr,rHoi ynaxoBXe), Aara oxoH,laHnF cpoKa

toaHocrra, Aara npo!3aoacTBa,.noroThn KoMnaHrx

naTxHcxxMI 6yKaaM|'| (5antenD, HahMeHoBaH{e x

cTpaHv Enaaerbqa perxcf paqtloHHoro

yAocToBepeHrS 14 BblnycKapulero (oHTpo/I9

KaqecrBa, HarMeHosaHue OtpMbr, no nrqeH3|,1t4

xoropoi, nporree4eH npenapar (8 OopMare (no

nxqeH3[|a OhpMbrAaietr caHKt o Ko..IhA.

f, noHrFr)), urrp{x-KoA, \nopoeure u/ nnu

rpadrqecxre sxyrpr3aBoAcKofi (-xe)

rexHreecKlt { e} KoA (-bt) npenapara/ynafioBXr.

Aonyc{aerct Harr,lxe KoHTpo,nF nepsoro

BcKpbrr|,ta KaptoHttoi na,rxl a al4e npo:pa'lxutx

Hak'leeK.

.Aono,nHrrelbHo Moryr npxcyrcrBoBarb cpeAcrBa

[AeHr Oxxaqxt4 (Cl,l) ArF MoHrroprHra

asxxeHl/|n ,lexapcrBeH Hblx npenapaToB. Ha Bcex

(oMnoHeHTax ynaxoBR,l Moryr nprcyrcT8oBarb

3aaoAc(xe TexHonoruqecKhe KoAbl h

npor3BoAcrBeHHbte rexH|,lqecxre Aera,nr. lMecro
pacno.noxeHl,l8 14 LlBer C14, TexHonorr.lecKxx

HoAoB r npot43SoAcrBeHHblx Aeranei MoHef

MeHirbca a 3a8rcllMocrx oT TexHororxgecxrx

oco6errocrei npol3aoAcrBa. LlBeroBble orreHKtl

MaKeroB ynaxoBox Moryr oTrHlarbcF oT Taxoablx

Ha KOMMepqecKoi ynaKoBKe, TaK KaK 3aBrlCtT OT
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