
$anten CERTIFICATE OF ANALYSIS/
C EPTI,IOI,I KAT AHAJII43A

ProducV llpenapar Cosopt 20 mglml + 5 mg/ml eye drops, 5ml
Koconr@ 20 lr.rlv.n * 5 nrr/ru.n KarlJrrt rlalurrer 5 u;r

Product Code/ Kol nperapara 31128
Batch no./ Houep cepura I CEO I l5 I
Date of manufacturing/ 0512022

,{ara npou:noacrBa
Date of analysis/,{ara aHuilr3a 06/2022
Date of expiry/ Cpor roaHocrn 0512024

Test/ [Iorarareru Requirements/ Hoprvru Results/
Perynrrarul

Appearance / OnHcauue Clear, colorless or nearly colorless, slightly viscous liquid. / Complies/
llpoepavHufi,6ecuretHufi ruIfl [otlrll Coornercrayer
6ecuserHhril. cJIerKa Bt3Kat xl'lArocrb.

Color / I{rerHocrr The preparation must stand the comparison with the standard Complies /
solution B8./ CoorrercrrYer
flpenapar AoJIXeH BbI,[epxI,IBarb cpaBHeHHe c 3TaJ]o HHbIM

pacrnopor'a 88.
Clarity / flporpavHocrr The product must stand the comparison with reference I. / Complies i

llpenapar AonxeH BblAepxlBarr CoorBercrByer
cpaBneHl,re c tra.logou L

ldentification / HPLC / Benzalkonium The retention times of the peaks C12, Cr+ and Cro in the Positive /
chloride I chromatogram of the test solution correspond to the retention floloNl4reJlbHat

IIoAluHHocru / B3XX / 6ensarroHr.u times of the peaks of Crz, Cr+ and Cro in the chromatogram of the

xrropuA benzalkonium chloride standard solution (within x3%) I
Bperraeua yAepxl4BaHfifl nuKoB Cn, Cu u Cro Ho xpoMarorpaMMe

IrcIIbITyeMOfO pacTBopa aoJIxHbI cooTBeTcTBoBaTb BpeMeHaM

yAepx(nBaHl.lt nI{KoB Cn,Cu u Cro Ha xpoMaroFpaMMe

craHAaprHoro pacrBopa 6eHsarroHuq xJlopfiAa (a npe4elax +

3o/o).

Identification / HPLC I The retention time of the main peak in the chromatogram of the Positive/

Dorzolamide I test solution corresponds to the retention time of the peak of lloloxurelrnas
floAnunsocru / B3)KX / Aopsorar{uAa dorzolamide hydrochloride (within +2.5%) in the chromatogram

ofthe corresponding standard solution /
Bperr,ra yAepxI,IBaHI,tt ocHoBuofo nuKa Ha xpoM arorpaMMe
I'ICNbITyEMOIO PACTBOPA AOJIXHO COOTBETCTBOBATb BPEMCHI'

yAepxI4BaHHA rrvKa aop3oJlaMl{aa rlupoxJlopl{/la (e npe4enax +

2,5 yo) Ha xpoMarofpaMMe craHAaprHoro pacrBopa

Identification I HPLC I The retention time of the main peak in the chromatogram of the Positive/

Timofol maleate I test solution corresponds to the retention time of the peak of floloxurelrHar
flo.urnuHocru / BSXX / ruuolora timolol maleate (within *2.5%) in the chromatogram of the

MaJrear corresponding standard solution /
Bperr,rr yaepxl4BaH l.tr ocHoB Horo r I{Ka Ha xpoM arorpaMMe

I,ICnbITyeMOfO paCTBOpa AOJII(HO COOTBeTCTBOBaTb BpeMeHH

yaepxl4BaHufl IIuKa rnMoJIoJIa MaJrea'ra (o npeaelax + 2,5 o/o) na

xpoMaTorpaMMe cTaHAaprHoro pacTBopa

Viscosity / BqsKocru 65 - 170 cP / cfls 89 cP / cIIr

Osmolal ity / OcMorqrrHocru

pH

From -0.60 'C to -0.45 'C /
Or -0.60 oC ao -0.45 oC

5.5 - 5.8

-0.49 "C

5.6
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maleate /
PoAcrseHHsre npnMecr,r / B3XX /
Tuuolon M€L[ear

CERTIFICATE OF ANALYSIS/
C EPTI,IOI,IKAT AHAJII43A

Cosopt 20 mg/ml + 5 mg/ml eye drops,5ml
Koconr@ 20 rvrr/ul * 5 rvrr/u.ir KarrJrrr rfla3nue,5 u;r

tcEOl l5t
05t2022

HaenruQlruupoBaHHar nplrMecb L-614709:- ne 6onee 0.5 %o

Identified impurity L-7 1447 l: < 0.5%o I
Haenru0nqnpoBaHHaq npuMecb L-714471: He 6oree 0.5 %o

Identified impurity L-l 53437 : 5 0.5% I
HaenruQuuupoBaHHar rrpnMecb L- L-l53437: ne 6onee 0.5 %o

Any other single impurity 50.4% /
Jlto6as Apyrar eauHr.rqHar npr{Mecb :0.4%

Total related impurities: 11.0% I
cyMMa upurrleceft: ne 6onee 1.0 %o

The product must be free of any visible particles /

bottles is NLT the labelled amount and the
net volume of content of any single bottle is
NLT 90% of the labelled amount. /
CpeaHee 3HaqeHue o6'reura coaepxr,rMoro,
paccquraHHoe,qrg l0 $naxouoe, nonxHo
6urru ue MeHee yKa3aHHoro Ha 3rr,rKerKe, a
o6ren lrc6oro orAeJrbHoro SlaxoHa
cocTaBJrreT He MeHee 90 Yo. vrcazasHolo Ha

3TNKCTKC.

Product must be sterile/
llpenapar AonxeH 6urru crepu.nruuu
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Product/ Ipenapar

Product Code/ Kot rperapara 31128
Batch no./ Houep cepnr.r

Date of manufacturing/

,{ara npousao,acrBa
Date of analysis/,{ara aHunlaa 0612022
Date of expiry/ Cpor roAHocrr,r 0512024

Assay / HPLC / Benzalkonium Chloride/ 90.0 - I 15.0Yo of label claim /
KorlHecrseHHoe onpeAenesne / B3XX 90.0 - I 15.0o/o or 3aflBJreHHoro coAepxaHut
/ 6en:a.lroHur xJropHA

Assay / HPLC / Dorzolamide I 95.0 - I10.0% of label claim i
KoruqecrseHHoe olpeAeneHue / B3XX 95.0 - I 10.0% or 3aflBJreHHoro coaepxaHr,rt
/ aop:onarr,tuA
AssayiHPLC/Timolol/ 95.0 - I10.0% of labelclaim /
KorrqecrselrHoe onpeAeJresue / B3XX 95.0 - I 10.0% or 3ilrBJIeHHoro co.uepxaH[n
/ Tttmonon
Related lmpurities / HPLC / Dorzolamide Cis-Dorzolamide: S2o/o I
/ PoAcrseHnure npuMecr, / B3XX I uvc-rop3onaMrA: ne 6onee 2 %o

floprorauua
Desethyldorzolamide: 

= 
05% I

ae33rr{nAop3oJraMuA: He 6onee 0.5 %o

Any other single impuriry a0.2% I
Jho6aq Apyrar eAr,rHr,rqHar rprrMecb S0.2oh

Total related impurities: 52.5% I
cyMMa npuuecefi: rc 6orce2.5 Yo

Related Impurities I HPLC / Timolol Identified impurity L-613709:50.5% I

95.1%

99.7 o/o

99.6%

ND/HO

ND/HO

ND/HO

ND/HO

ND/HO

ND/HO

ND/HO

ND/HO

ND/HO

Complies/Mechanical impurities /
Mexasrqecr[e BKJrroqeHr4r/ BnanMbre MexaHr,rqecKue BKJrroqeHr,rr,rloJrxnbr orcyrcrBoBaru CoorsercrBver

Volume of package content / The average net volume of content of the l0
O6reu coAepxr.rMoro
ynaKoBKIl

Steriliry /
CrepulrHocru

Average 5.67 mLl
CpeaHee 5.67 utr

lndividual ll2%ol
OraenuHoro I l2olo

Complies/
Cooreercreyer

BLOQ: Below Limit of Quantitation/ HIIKO: Hux(e npeAeJra KoJrnqecrBenHoro onpeAeJreHut
ND : Not Detected/ HO: ne o6HapyxeHo
RRT: Relative Retention Time/ OBY : orHocr,rreJrbHoe BpeMr yaepxr.rBaHr.rt
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Product/ Ilpenapar

Product Code/ Kon nperapara
Batch no./ Houep cepuu

Date of manufacturing/

.{ara nponreoacrBa
Date of analysis/ [ara a*ar'u3a 06/2022

Date of expiry/ Cpor rollHocru 05/2024

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

formulae, pro..r, instructions and quality control test methods. The batch documentation and the analysis records were reviewed

and found to be in full compliance with thL 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.

Hacroqufi[4 noATBepxaa]o, qTo yKa3aHHar BHrue cepu.fl npol,l3BeAeHa, Lt KoHTpoJIb KaqecTBa IIpoBeAeH B cooTBeTcTBI'Ilt C

.rlo1yMeHTaqr{efi Ha cepruo, rexnolornefi npor,r3BoAcrBa r,r MeroAr.rKaMu KoHTpoJrt KaqecrBa. [oryuenraul4t Ha cepruo n xypHiulbl

rrpoBeAeHr4n ucnuraHufi rrpoBepeHbl r4 rroJrHocrbro coorBercrBylor Aeficreyrcuuu rpe6onaHr'rrv GMP E ycJIoBI'ltM, Ir3JIoxeHHbIM

B perucrpau[oHHoM yaocroBepeHrlr,r, BbrAaHHoM coorBercrByrounM peryiltropHblM opmHoM. Huxaxux orruosennfi ltllt
nponculecrBl,rfi, roroprre MoryT noBJrr4rrb Ha KaqecrBo fipe[apara, orMeqeno He 6rtno.

Santen Oy, Tampere/ TaunePe
l6 September 20221 16 ceHrr6p.r 2022 r.

r\ - /-\\re.l .VU_rv-n^r-.,
I

Tarja Tuovinen

Qualified Person, QA Pharmacist (B.Sc.)/

Tapur TyonuHeH, QapnaaueBT, creul4ulJllrcr no KoHTponlo

KaqecrBa (6aranaep ecrecrBeHHbrx nayr)

CERTIFICATE OF ANALYSIS/
CEPTIIONKAT AHAJI}I3A

Cosopt 20 mg/ml + 5 mg/ml eye drops,5ml
Koconr@ 20 rvrr/vr.n t 5 nrr/rvur KanJrlr ualnrrer 5 vrn
31128
lcEOl l5l
05/2022



Cosopt 20 mg/ml + 5 me/ml Batch 1CE01151 (reference to Certificate of Analvsis dated 15.09.2022)

Koconro 20 anr/nnn + 5 Mr/ma Cepnn 1CE01151 (ccurnxa xa ceprr0rxar axannga or 15.09.20221

Page/Crpaxraqa
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lmporting countrv / Crpaxa BBo3a: Russia/Poccrn

Marketing Authorisation of importing
country /
Peeucm pa quon noe ydocmoeepe H ue c m po H bl

8eo30:

n N011096 or 14.10.2008

Active Pharmaceutical lngredient batch and

manufacturing site /
Cepun u npouzeodumena

Qo pua qeem uqecxo il cy6cma x qu u :

Dorzof amide | flopzonannp,
Batch / Cepun: 202070234LLL
Manufacturing site / flponseo4ureau:
F.l.S. - Fabbrica ltaliana Sintetici S.p.A./
OhC-Oa66prxa htaaraxa Crxrerrqr C.n.A.

Via Dovaro, 35045, Lonigo (Vl), ltaly
Timolol/ Timolol
Batch / Ceprn: 002-21TMDB

Manufacturing site / fl poraeo4rreau:
Fareva La Vall6e/
Oapeaa.tla Banne

Zone Industrielle de Blavozy, 928 avenue Lavoisier, 43700 Saint-Germain-

Laprade, France

Name and address of bulk manufacturing
site /
Hogeouue u adpec npueeodcmea eomoeoil
rreKoDcmaeHnoil bopnu:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
Caxrsx $apmacurcrrxaa Ko. .rlr4. 3aao4 Horo, ffnoxrR
2-14, Shikinami, Hodatsushim izu-cho, Hakui-gun, lshikawa, 929-L494, Japan

Name and address of packaging site /
Hageauue u adpec nnot4odxu, omeeuorct4eil
3A ynaKoeKy:

Primary Packaging site / l'lnou{aAxa nepBrqHoi ynaxoexr:
Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
Caxrex Qapmacurcrrxan Ko..tlrA. 3aeoA Horo, flnoxrn
2-14, Shi ki na m i, Hodatsush im izu-cho, H a ku i-gu n, lshikawa, 929 -L494, Japan

Secondary Packaging site/ l-lnoqaAKa Eropl,tqHofi ynaxoexn:

Manufacturing Packaging Farmaca (MPF) 8.V., The Netherlands /
MaxyQaxvyprxr flexn4xrx Oapruaxa (MnO) 5.8., Hn4epnan4ut

Neptunus 12, Heerenveen,8448 CN, The Netherlands

Name and address of release site /
Haseanue u adpec npouseodumenn
( Bat nvcxa pwu il xou m pon a xoqecmea ):

Santen Oy, Finland /AO Caxrax, Qunnaxgna

Kelloportinkatu 1, 33100, Tampere, Finland

Stability period I Cpox eodnocmu: 2 years. After bottle opening - 28 days /
2 roAa. l,lcnonugoearb B reqeHhe 28 4xei nocne Bclpblran ,Qaaxgnar-

Storage conditions I Ycnoeun xpoHeHun: Keep at the temperature not higher than 25'C, protected from light. /
Xpaxnru nph reMneparype He ailue 25"C B 3aqhu{eHHoM or cBera Mecre'

Label code / Ko4 arrxerxr P11816

Carton code I Ko4 navxr xaproxnoi P1.01100011866

Leaffet code I Koa l4Ml-l P09080001181s

Test/ Iloxasarenu Requirements/ HoprYrur Results/ Peaynurarut

Packaging /
Ynoxoexo:

5 mL into LDPE dimple plastic bottle with LLDPE

dropper tip and PP cap. 1 bottle with the leaflet in

the carton pack. /
I1o 5 ma eo $aaxox fl3Hl-l naacrnxoaHil c

yrny6nenuamh c Ao3aropotvt /ll13H[1 r
nonxnponrneHoBbtM KornaqKoM. 1 Qnaxox c

uxcrpyxr-1refi no nphMeHeHrn e xaproHxoi
naqxe.

5 mL into LDPE dimple plastic bottle with LLDPE

dropper tip and PP cap. 1 bottle with the leaflet is

in the carton pack. /
l-lo 5 ma eo $aaxox fl3H['l nnacrrxoBbtil c

yray6nexunrur c Ao3aropotvt /lll3Ht'l tl

no,nrnponh/reHoBbtM KornarlKoM. 1 $aaxox c
uxcrpyxqrei no np%MeHeHhto HaxoAl4TcR B

xaproxnoi naqKe.

tabelling /
Mapxupoexa:

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

lansuase: trade name of the product with the o

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

lansuage: trade name of the product with the o



Cosopt 20 mglml + 5 melml Batch 1CE0U51 (reference to Certificate of Analvsis dated 15.09.20221

Koconr@ 20 ryrrlnnn + 5 rtnr/r,an Ceprn 1CE01151 (ccutnxa xa ceprr0vrxar axanrga or 15.09.2022)

Page/CrpaHraqa

2/3

sign, generic name, pharmaceutical form,
strength, product volume in the bottle in ml,
warning "Sterile", registration certificate holder
logotype (graphical symbol and Romanized
abbreviation), batch number, expiry date, line of
first opening control, product codes.

The followins information is indicated on the
secondarv pack (carton) in the Russian lansuage:
trade name of the product with the o sign, generic

name, strength, pharmaceutical form, product
volume in the bottle in ml, name and content of
the active ingredients in 1 ml of the product, list of
excipients, quantity of bottles in the pack,

warnings: "Read the enclosed leaflet before using
the product.", "Only for topical use.", "Sterile"
"Keep out of the reach of children.", "Use within
28 days after opening of the bottle", registration
certificate holder logotype (graphical symbol and
Romanized abbreviation), name and country of
the registration certificate holder, name and

country of manufacturer, additional name and
country of release site (if manufacturer is

Laboratoire Merck Sharp & Dohme-Chibret),
storage conditions, prescription status, batch
number, manufacturing date, expiry date,
registration certificate number, bar code, product
codes.
Additionally, identification means (Sl) may be
present to monitor the movement of drugs. All
packaging components may have factory process

codes and manufacturing technical details.
Location, text size, color of Sl, graphic symbols,
technological codes and production details may
vary depending on the technological features of
production. Color shades of packaging layouts may
differ from those of commercial packaging as they
depend on printer specifications. /
Ha nepeh.{xoi vnaxosxe (grhxerxa daaxoxa) xa
pvccxoM R3brKe vKa3brBalor: ToproBoe
HarMeHoBaHre npenapara c npeAynpe4rreauxoi
MapKhpoBKofi @, rpynnrpoBor{Hoe
HataMeHoBaHue, reKapcrBeH Hylo 0oprury,

Ao3l4poBxy, o6beM npenapara ao $aaxoxe e nna,

HaAnltcb <Creprauno>, norornn eaa4eauqa PV

(rpa$rvecxra il cnt$aon r a66peerarypa xa

aarrHrqe), HoMep cepnu, Aary or(oHqaHhr cpoKa

roAHocTr4, KoHTponb nepBoro BcKpbrTl4fl ,

rexHonorh'{ecxrae xo4(sr).
Ha erophqxoi vnaxoexe (xaproHHofi na,rxe) xa
pvccKoM R3brxe vKa3btEaloT: ToproBoe
HarMeHoBaHre npenapara c npeAynpe4rreauHofi
MapKrpoBKoi @, rpynnrpoBoqHoe
HarMeHoBaH 14e, Ao3hpoBKy, neKapcTBeHHyto

$oprrry, o6tem npenapara ao $aaxoxe e nnn,

Ha14MeHOBaHl4e ]4

sign, generic name, pharmaceutical form,
strength, product volume in the bottle in ml,
warning "Sterile", registration certificate holder
logotype (graphical symbol and Romanized
abbreviation), batch number, expiry date, line of
first opening control, product codes.
The following information is present on the
secondarv pack (carton) in the Russian language:
trade name of the product with the @ sign, generic

name, strength, pharmaceutical form, product
volume in the bottle in ml, name and content of
the active ingredients in 1 ml of the product, list of
excipients, quantity of bottles in the pack,

warnings: "Read the enclosed leaflet before using
the product.", "Only for topical use.", "Sterile"
"Keep out of the reach of children.", "Use within
28 days after opening of the bottle", registration
certificate holder logotype (graphical symbol and
Romanized abbreviation), name and country of
the registration certificate holder, name and
country of manufacturer, storage conditions,
prescription status, batch number, manufacturing
date, expiry date, registration certificate number,
bar code, product codes.

Additionally, identification means (Sl) are present
to monitor the movement of drugs. All packaging

components have factory process codes and
manufacturing technical details. /

Ha nepehqxoi vnaxoexe (grrxerxa 6aaxoxa) Ha

pvccKoM 83brxe vxa3aHo: ToproBoe HanMeHoBaHhe

npenapara c npeAynpeAuren*toil ruapxrpoaxoil
@, rpynnrpoeoqHoe HarMeHoBaHhe,

/reKapcrBeHHan $opma, Ao314 poBKa, o6tena
npenapara eo Qaaxoxe B M,n, HaAnl4cb

<Crepnauxo>, notornn eaa4enuqa PY

(rpaQnrecxri' cutaeon r a66pearaarypa xa

narrxrqe), HoMep cepuu, A,ary oKoHLraHrf, cpoKa
roAHocTl4, KOHTpOnb nepBOrO BCKpbtTtif,,

TexHonorrqecxre xo4(ur ).
Ha sroph.{Hoi vnaxoexe (xaproHHofi naqxe) Ha

pvccKoM R3brKe vKa3aHo: ToproBoe Ha1,1MeHoBaHne

npenapara c npeAynpeArreauHoil nnapxrpoexoi
@, rpynnupoeoqHoe HarMeHoBaHile, Ao314poBKa,
neKapcrBeHHan Qopma, o6beM npenapara Bo

$aaxoxe B Mr, HarMeHoBaHl,le !t coAepxaHHe



Koconro 20 nnrlnnn + 5 nnrlnna Ceprn 1CE01151 {ccurnxa xa ceprn6nxar axannga or 16.09.2022}

Quality of the product is compliant with normative documentation fl N011096-270421 with changes Ne 1 /

Ka,lecreo npenapara coorBercrByer rpe6oeaHrsM HopMauBxofi 4oxyrueHrar4rar fl N011096-270421 c r:M. Ne 1

Date/Aara

Signature/floAnhcb:

16.09.2022n
\a" . \J t t-'c1z(1'< -,

I
"Tarja Tuovinen

Qualitied Parson

Seal/fleqaru

Page/CrpaHraqa
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nepeqeHb BcnoMoraTe,nbHblx BeulecrB,

Ko,nrqecrBo $aaxoHoe B ynaKoBKe, HaAnhcr:
( nepeA npilMeHeH14eM 03HaKoMbrecb c

npraaraemofi rHcrpyxqrefi .>, <Tonuxo 4rR
MecrHoro nphMeHeHrR. >, <Ctepnauxo>,
<Xpaurru B HeAocrynHom 4ln 4erefi Mecre.),
<hcnorugosarb B reqeHtae 28,qHefi nocne

BcKpbrl4a QnaxoHa>,lororhn enaAeauqa PV

(rpa$rvecxr,ril chMeon u a66pearaarypa Ha

rarrHrqe), HanMeHoBaHxe il crpaHa BnaAenbqa

pef 14cTpa qr4oH Horo yAocToBepeH 14fl ,

HarMeHoBaHre r cTpaHy npol43BoArTe/lR,

YC[OB,4A XpaHeHrR, yC,-OBT A OTnyCXa npenapaTa,

HoMep cepnn, Aary x3roroB nennaf npouzBoAcrBa,

Aary oKoHqaHrR cpoKa roAHocrl4, HoMep

pe rr cTpa Llx oH H oro yAocToBepeH rR, ulTp 14x-KoA,

rexHo.norhqecxrae xo4(ut ).

,Qonon H rren bHo n phcyrcrBoBylor cpeAcrBa

r4enrr$r xa q uu (CV|) Anr MoHttropt4 H fa

ABr4xeHtan,neKapcrBeH Hbtx npenaparoe. Ha gcex

KOMnOHe HTaX yna Ko8 K14 n p hcyrcrBylor 3a BoAcK14e

TexHo/rof14qecKhe KoAbl r npoH3BoAcTBeHHble

TexHrgecK14e AeTanr.

Ber4ecrB e 1 mn npenapara, nepeqeHb

BCnOMOraTe,n bH blx BeLqecTB, Ko,tl14qecTBo

$aaxonoe B ynaKoBKe, HaAnncui <flepeA

nphMeHeHheM o3HaKoMbrecb c nphnaraemofi

rxcrpyxqrei.>, <Torbxo AlR MecrHoro

nphMeHeHHfl . >, <Cteprruxo>, <Xpaurtb e

HeAocrynHoM 4rn 4erei Mecre.), <hcnonuaoearb

B TeqeHne 28 4uei nocne BcKpbttrn Q,naKoxa>,
,nororhn BnaAenbqa PV (rpaQNvecxnil cunson u

a66pearaarypa Ha narh H 14t-le), uaunneHoaaHre r
cTpa Hy B/raAenbLla perrcTpa qroH Horo

yAocToBepeHhfl, HarMeHoBaHhe 14 crpaHy

n poH3BoALrTe nA, AOr|O AHATe.n bHO HarMeHOBa H He

r crpaHy npeAnprflrhf, , ocyu{ecrBnfl}ou{ero

BbrnycKalou.p4fi xoxrpoau KaeecrBa {e c,nyvae

npoil3BoArrern /la6oparoprr Mepx [Uapn r
.Qoyrvr uJ n6pel, y cnoena xpa HeHtafl , Y cnoBnl
oTnycKa npenapara, HoMep cepuv, Aary
h3roroB/reHhn/nporseo4crBa, Aary oKoH'{aHrF

cpoKa roAHocTt4, HoMep perrcTpaql4oHHoro

yAocToBepe H hfl , lrJTp 14x-KoA, TexHor o rrq ecK ne

xonq(ur).

,EononxrrerbHo Moryr nprcyrcreoBarb cpeAcrBa

r4exrr$rxa r4nu (CVl A,ns MoHt4ropu Hra

ABrxeHt,lr nexapcrBeHHbrx npenaparos. Ha ecex

xoMnoHeHrax ynaKoBK14 Moryr nphcyrcTBoBaTb

3a BOACHT4e TeXHO/rOfl4qeCKUe KOAbI 14

n por3BoAcrBeH H bt e rex H h\.t ecKile Aeran t4. M ecro
pacnonolxeHrR, pa3Mep TeKcTa, qaer ch,
rpaQ,lqecK,|x c14MBo,fioB, TexH o,n orhqecKhx KoAoB

l,1 npox3BoAcrBeHHbtx 4eranei Moxer MeHRTbctl B

3a BrcI4Mocrr4 or rexHo,norrqecKhx oco6ex nocrefi
npox3BoAcrBa. l-l,eeroeute orreHKh MaKeroe

ynaKoBoK Moryr oTnrqaTbcs oT TaKoBblx Ha

KoMMepqecKoi ynaxoaxe, TaK KaK 3aBhcf,T or
TexHhqecKrx xapaKTephcTXK n


