
$anten
CERTIFICATE OF ANALYSIS/ Page I ol'4/
CEPTI.IOIIKAT AHA.,'lll3A CrpaHutta I rr 4

Product tlpo,r) Kr OFTAQUIX 5 MG/ML EYE DROPS 5 ML /
OOTAKBI,IKC 5 MflMT KANJIU I,'TA3HbIE 5 M,T

Product code/ Ko,:l perapala 308lti
llatch no./ Ne cepnlj 3395641

Datc ol'manuf'aoturing/ Aara 05/2025
lpol-t3BoIcr8a
Date of analysis/ ,Ilara aHaJrr3a 06/2025
Date ofcxpiry/ r(ala llcreqeum 05/2028
cpoxa foIHocTH

Test/AHanur RequirementvTpeooaaHufl R€sults/ Units/
PBynbrarbr Ear|Hr|ubr

lirMepeHuff
Sterilit] / Solution must be stcrile / Sterile /
CreprJrsuocrs PactBop,qonxeH 6brrb crep{xr,HhrM Crepr,rruufi
Appearance / Light ycllou or light greenish-yellow solution / Light greenish-
OntcaHhe Cserrro-xe,rrufi r,t cB€T,ro 3e,leloBato-xeirrLti yellow solution

pacrEop

Clarit) / Ilpo3pa,||rocrb Product must be clcar or stand comparison with Product is clear
reference I / / flpeflapar
flpenapa r ,ao.nxes 6brrb ntn3paqHbrM t,t,rt,t flpo]pa,{Hbrfi
BLrACp)l(tBaTb CpaBHeH|le C ?TaJIOHOM I

Color / UBcrHoqfl, Product must stand c.omparison with reference CY3 Product stands
/ comparison with
llpenapar ronxeH Bu,lepxrrBarh apaBHeurre c r€ference GY3 /
lra,rouoM GY3 flpeflapar

"",a"p*n "ua,cpaBHeHlte c

:ra"ronov GY3
Mcchanical impuritics / Complics with the requirements / Complies /
Mexatuqecr e B coolsvrctstzr c rpe6ogaHrrMu Cooroer$Bygr
BK,'lklqeHtt
Identilication / UV absorption spcctrum oftest solution must Complies /
Uv-spectrophotomctry correspond to Uv-spectrum oflevolloxacin CoornercToyer
/ t,evolloxacin / standard solution /
Haur]nrlaxauur/ yo-cleKtpnotltouelttrucnbtrleMofopacrBopa
yO- roirxclr coo'rBelcrlloBarr, y@-cncKrpy

cnerrpoSorolrc r plur / craHAaplHoro pacrnopa rreeoQaoxcaqtua
Jleaod.Jrortcaunn

Identification / HPLC / Retention time ofthe main peak on the Complies /
Lev0floxacin/ chromatogram oftest solution must corespond to CooTBsTcTBycr
l4,qeHr'r(DuKarlur/ the main peak on the chromatogram oflevofloxacin
B?XX / standard solution /
Jleootlrrorcaurr BpeMt ytepxxBaHlrr ocHoBHoro nrra Ha

xpoMalo|paMNte xc||UryeMoro pacTBopa lo]lxHo
coolaclctBoBaTb BpeMeHE y,qepxrBaHr.rt
ocHoBHoro nI-|Ka Ha xpoMaTorpaMMc craH,qapTrloln
pac r aopa ,rcoo$,rorcaulra

CsEr,'ro

3eJreuoaaTo-

xenrH tr

pacrBop



$anten
CERTIFICATE OFANALYSIS/ Page 2 ol 4/

CEPTI'OI4KAT AHAJ|ll3A CrpaHrrta 2 xr 4

Producv flpoayrc OFTAQUIX 5 MC/ML EYE DROPS 5 ML /
OOTAKBI,IKC 5 MT/MT KANJIH |JIA3HbIE 5 MJI

Product code/ Koa lpenapara 30818

Batch no./ Ne ceprtt 3395641

Date of manufacturing/ ,Uara 05/2025

ltpolr3Bo.ilcTBa

Date of analysis/ ,4ara aHanr3a 0612025

Date ofexpiry/ Aara lrcre'reHut 0512028

cpoKa roaHocTr

T€st/ABUn3 Requirements/Tpe6oBaBrr Results/ Units/
Pety,'rr,rarur Eanunust

lMepeHrl'r

ldentification / HPI,C / Retentiqn time of trvo main peaks on the Complics /
Benzalkonium chloride chromatogram of tcst solution must corrcspond to Cool Be rcrBYer

/ l,l,rteuruQutausr / two main peaks on the chromatogram ol'

B3XX / 6eB3a.rtroHut benzalkonium chloride standard sample /

xropxil BpeMt yaepxflBaulit aByx oclloBlJblx nfil(oB tla

xpoMaTorpaMMe xcnblTyeMoro pacTBopa loJlxllbl
cooTBeTcTBoBarb EpeMeHaM ylepxxBalllt /1B]. x

ocHoBHblx n[l(oB Ha xpoMarofpaMMe

crau.4aprnoro o6pa:ua 6enea,rrounr x,'loprAa

Assay / HPLC / 4,75 - 5,50 4.97 mg/mll

Levolloxacin / MI /vn

KonrrgecrBeHHoo

onpe,te'reHre / B3XX
/ JJ€ Bo(D"roxcalluH

Assay/lPlc /D- s 0,5 o.2o %

Ofloxacin/
Ko,trqecrBeHHoe
onpeaertenr-re / BSXX
/ D-oQxokcaqnH
essayl HPLC / 0-0425 -0.055 0'0'19 mg/mli

Benzalkonium chloride vdMrl

/ KoruqecrBeHfloe
onpe.reneH{e / B?)KX
/ 6eH3aJKoHIrt x,'ropflr
pH 6,0 - 7,0 6'5

Volume ofpackage > 100 loi Vo

contents / OObeM

co/:lepx{Moro
ynaxoBKIl
bsrnolality/ 2'1o - 340 298 mosm/kg /

OcMontilbnocrb MOcMonh/KI'

Related substances / S 1.2 BLOQ/ tlnKo o/o

HPI,C / Levofloxacin /
Total impurities /
Po.4crBeHHbre

coe,lrscnrr / B3XX /
JleooQ,rorccauun /
CyMMa npqMecei



$anten
CERTIFICATE OF ANALYSIS/ Page 3 ol'4l
CEPTHOI4KAT AHA,'lll3A CrDaHrua 3 u3 4

Product/ Ilpo4rr OFTAQUIX 5 MC/ML EYE DROPS 5 ML /
OOTAKBI4KC 5 Mr/M,T KATIJII4 T.,TA3HbIE 5 MJI

Produc( codc/ Koa [pcnapara 30818
Batch no./ .|'{! cepxr 3395641
Date of manufircturing/ ^qara 0512025

r!pol,tJllo,tcl Ba

Dat€ ot anal)sis/llala a a"trr3a 06/2025
Dateol'c\piry/,IlauHcleqeHrr 05/2028
cpoKa I ojlHocrr.l

Test/AHa"rri Requirements/ TpeooaaH[r Results/ Units/
Pclyar,rarrr EanHr|ubl

r'3MepeHrlt
Related substanccs / < 0,2 ND/ HO o/o

HPLC / Levotloxacin /
Desfluoro-
levofloxacin/
Po.qqraeu H H e

coearnesrr / B')XX /
Jleoor!"roxcaurn /
ller0lopo-
,reaorf,ro rcaq r n
Related substanccs /
IIPLC / Levollo\acin /
Po,qclscultHe
cocanrreunr / BJXX /
Jleno$,roxcaqrrr /
Desmethyl- <0.2 BLOQ/ HIIKO o/o

lcvolloxacin/
,4c:ueu"r-
,reeo$,lorcaqru
Levofloxacin-diaminel 10.2 BLOQ/ llItKO yo

Jleror!,rorcauan-
ATAM,lH
Levolloxacin N-oxidei S 1.0 BLOe/ HnKO %
JleooQlrorcarllrr N-
OKCtr'l

Othcr singlc related :0. I BLOQ/ HIIKO o/o

substances/ /1p) r'r.ic
Hsll.ttslulyailt Hbre

po.lc-l BcH H[re Ipl.iMccr.i

BLOQ4ll IKO : Ilelow l-imit of Quantitation/ Hrxe npelcra Kor,.lHrrecrBeHHot-o onp€aeJleHr.tt
ND/HO - Not Detcctcd/ IIe obHap)xeHo
RRT/OBy = Rclati\c Rctcntion Timc/ OrHocrrcjrhHos BpeMr yAepxnBaHlrt



Santpn
CERTIFICATE OF ANALYSIS/ Pagc 4 ol'4/
CEPTI{OI4KAT AHAJltl3A CrpaHuuu,l u3 4

Produc/ npoayro OFTAQUTX 5 MG/ML EYE DROPS 5 ML /
O@TAKBI-IKC 5 Mr/MJI KANJIU ruA3HbIE 5 MJI

Product code/ Kor npenapara 30818

Batch no./ Ne ceprr 3395641

Date ofmanufacturing/ Aara 05/2025

npor-r3EoAcTBa

I)ate of analy sis/ Aara allanu3a 06/2025
l)ate ol'expiry/ Aara screqerrht 05/2028
cpoKa foi]HocTI-l

t hereby ceftili that the above-mentioned batch was produccd and qualit-v control tcstcd in acc(trdance with thlj

approved master formulae. process instructions and quality control tcst methods. lhe batch documentation and the

analysis records were reviewed and found to be in full compliancc with thc rclevnnt cuncnt CMP requiremcnts and

conditions set out in the Markeling Authorization issued by the appropriatc Regulatory Authority. No de!iations or

occunences rvhich may have an inlluence on thc producl qualitl uerc notcd.

llacrorulttM norrRepxrap. !1o BblueyKa3aHHat ceprr 6u,ra ttpon:ne.{etta u llpoutJla IlpoBep(y KaqecrBa B

coo,tBeTcTBI,I-l c yTBepxlelllIbIM'l TexHoJ.Io|l]qeckl,MI,| pefnaMcl|TaMH l. 11t|cTpyKIll,l'{M'l. a Taxxc MeT():laMfi

rorrpo,tl xavectea. .{oKyMeEmurr Ha lauxy(' cepwo npeiapara x o]!erN o npoBe:teHHbl\ alla!]tt3ax nPoBepeHH.

Ilor'lrBepxeleHo l,tx nonHoe coorBETcrBre ^qeicruyrcutuu rpe6oBaHHIM Ha,l,rcxattleii npou3Bo]lcrBellHot npakrl'lKx

u ycroBfltM perxcrpaufioHHoro )_.ilocro8epeH{i, BUAaHHoto coorBqt c tB}rortIxM Koutgxrttuultt'l opranov. Karux'

,rH6o orK,,IoHeHrfi l-t,'lt, tBJteHlti, Koropble Mofyr noBr'l]'ltrb Ha KaqecrBo llpcnapara- He o6uapyxeHo.

Santcn Oy, Tampere/ Canrf,Ir AO, Taunepc
12 lan 2026 I 12 tHB 2026 t.

a -a', 6 _., . rf (i U-r,11v -.:J
'l aria Tuovinen
Product Qualit) l,cad. Qualilled Person)/

Belyuri cnettra"rrcr no (aIrecrBl Ilpoilyt(uliu,
Yllo.rHoMoqettt|()c nttlo



oFTAQUIX Bat€h 3395541 (reference to Certificate of Analysis dated 08.01.20251

O$raxanxc Ceprn 3395541 (ccumxa xa ceprxQrrar axannaa or 08'01.2025f

Page/Crpaxrqa
L/4

flmDortins country / CrpaHa B8o3a: Russia / Poccrn

Marketing Authorisation of importing country /
Peaucmpo!.luoHHoe ydocmoaepe\ue cmpo Hd eao3o :

nn-Ne(003525)-(Pr-RUl or 27.rO.2023

Active Pharmaceutical Ingredient batch and
manufacturing site /
Cepus u npouseodumenb 6opMoqeemuqecxoi
cy6cmoHLtuu:

Levof loxacin /,rleBo0roxcaqrH
Batch / CepxF: ABC5049

lManufacturing site / npor3BoArrtenb:
Alfresa Fine Chemical corporation / Mopeca oaiH (eMr!xan

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

Nam€ and address of bulk manufacturing site /
HoJeoHue u odpec npou3eodcmeo ?omoaoi
neKopcm6eHHoi QopMbt:

NextPharma Ov, Finland / AO He{ctoapMa, orH.nFHA{n

Niittyhaankatu 20, 33720, Tampere, Fjnland

Manufacturing Licence /.IlrqeHshs: FIMEA'/2020/000897

GMP EAEU: NgGMP/EAEU/BYI00398-2025

Name and address ot packaging site /
Ho3eaHue u odpec nnot4odxu, omee,aotou.lei zo

ynoKoat<y:

Primary Packaging site / nrtoqaAxa neparqHoi ynaxoa(r:

NextPharma Oy, Finland / AO HeKcroaprvra, @rrunsAun

Niiwhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence /.n{qeH3rn: FIMEA/2O2O/OO0897

GMP EAEU: NgGN4P/EAEU/BY/00398-2025

Secondary Packaging site / n4oqaAKa Btopl'l'|lroi ynaxoBxr:

Manufacturing Packaging Farmaca (MPF) 8.V., the Netherlands /
MaHyOaK,{yp!rHr neKl1A)l(rH OapMaxa (MnO) 5.8., HhAeprla]tAbl

Neptunus 12, 8448 CN Heerenveen, the Netherlands

Manufacturing Licence /,nhqeH3xff : 108630F

GMP EAEU: NeGMP/EAEU / RU lOO57 2'2022

Name and address of release site /
Ho3eoHue u odpec npoBeodumenn (Bhtnycxooulul

KoHmponb Ko'lecmeo)i

Santen Oy, Finland / Ao caBEH, oy.HA HAAa

Kelloponinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / /lrqeH3r'tni FlMEN2023/oo6935

GMP EAEU: NeGMP/EAEU/BY/00378-2025

Presentation form /
OopMa Bbrnycxa

Eye drops, 0.5 % (dropper bottle) 5 ml x 1 (carton pack)/

Kannl,1 rna3Hbre,0.5 % (OraxoH-RanenbHrL{a) 5 Mn x 1(na'{Ka

xaproHHanl

Stabifity period / Cpot( zodHocmu: 3 years. Use within 28 days after opening/
3 ro,qa. l,lcnorb3oBarb I Te'{eHxe 28 AHet nocle orxpblrxf,

Storage conditions / ycnoeun xpaHeHua: At the temperature not higherthan 25"c/
np11 TeMneparype He EuuJe 25'C

Label code / Koa 3rraKerK, PL706000L4297

Carton code / KoA na,rxu xapronuoi P101100014296

Leaflet code / KoA hMn P090800014769



OFTAQUIX Batch 3395541 (reference to Certificate of Analysis dated 08.01.20251

OoraKBxxc Cepht 3395641 (ccurnra xa ceprrohxar aHarx3a or 08.01.20261

5 ml in a low-density polyethylene bottle with a

dropper-tip and screw cap. The bottle with the
leaflet is in the carton oack. /
Tlo 5 Mn pacrBopa Bo OraxoHe |43 no,nr3rrneHa

H14txoi nnorHocrx c HaxoHe,rHhxoM.xanenbHrruei

x 3aBfiH,{|,lBatouteicF KobLofr. OraKoH c
xHcrpyxqhei no nprMeHeHrlo noMeu.laror I

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 pacrBopa so OnaxoHe r3 no,nh?runeHa

Hh3r(oi nnoTHocTl,r c HaxoHe,lHrl{oM-(anenbHvqei
fi 3aB14Hq BaloqeicF kpbrurr(oi. OnaxoH c

14Hcrpy(qhet no nprMeHeHhlo noMel4eHbr B

The following information is oresent on the
primarv pack (labelofthe bottle) in the Russian

languaee: the brand name of the medicinal
product with R, international non-proprietary
name (in Russian and English), dosage form,
quantity of the 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 certificate holder,
codes.
The following information is present on the
secondarv oack {carton) in the Russian languaqel
the brand name of the medicinal product with R,

dosage form, international non-proprjetary name
(in Russian and English), quantitv of the medicinal
product in ml, strength, warnings: "Sterile.",
"Prescription.", "Method of administrationI 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:_"; 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, expiry date,
manufacturing date, company logotype in Latin

letters "Santen", name and country of the
Marketing Authofl?ation holdpr and release
quality control, name of the company-licenser (as

"with a license of Daichi Sankyo Co,, Ltd, Japan"),
registration certificate number, bar-code, codes.
The first-opening control of the carton pack in the
form of a transparent sticker.

The followins information is indicated on the
orimarv pack (labelofthe bottle) in the Russian

laneuaqe: the brand name of the medicinal
productwith R, international non-proprietarV
name (in Russian and English), dosage form,
quantity of the 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,
code{sl.
The followinq information is indicated on the
secondarv oack (carton) in the Russian language:
the brand name ofthe medicinal product with R,

dosageform, international non-proprietary name
(in Russian and English), quantity of the medicinal
product in ml, , strength, warnings: "sterile.",
"Prescription.", "Method of administration i see
instruction for medical u5e {oatient information
leaflet)", "Keep out of reach of children", "Use
within 28 days after the first opening of the
bottle", "Opened onr_", 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 of the 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 control for the carton
pack in the form of transoarent stickers is

Page/CrpaHxqa
2/4

tabelling /
MapKupoaKo:



oFTAQUIX Batch 3395641 (reference to Certificate of Analysis dated 08.01.20261

ooraxBxxc ceprf, 3395641 (ccbrrxa Ha ceprxor4xar aHan1,|3a or 08.01.2026]

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 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 characteristlcs of the printers. /
Ha 3TrxerKe O,naRoHa Ha ovccKoM fl3btKe

\4!!U!A@I roprOBOe HarMeHOBaHre npenapara c

npeAynpeAhrenbHo; Map{rpoBKo; 6.

MexAyHapoAHoe HenaTeHToaaHHoe

HahMeHoBaHhe (Ha pyccxoM u aHrnr;cRoM
t3brkax), nexapcrBeHHar 0opMa, ko,irt{eclao
npenapara I Mn, ao3r.,rpoBXa, HoMep cepl4r, AaTa
oxoHqaHhr cpoKa f oaHocTr, npeaynpeAtfelbHaS
HaAnrcbr (cTeprnbHo)); nlTb BBeAeHrr:
( MecrHo. r, rorotl,1 n KoMnahtrl,IlartHcx14Mh
6yxBaMr (5antenr, HarMeHoBaHre r crpaHy
BnaaenbLla per cTpaqHoHHof o yAocToBepeHrn,

!t|,0poBbre r/rnx f paOx'recxxe BByrpr.l3aBoAcxoi
(-re)rexrrrecxr,t i ( e) xo4 (-ur)

npenapara/ynaxoexra.

Ha lraproHHoi naqxe Ha ovccxoM agure
y!g3!lE!q! ropfoBoe HahMeHoaaHre npenapaTa c

npeAynpeAhrenbHoi Mapxrpogxoi o,

nexapcrBeHHaF OopMa, MexAyHapoAHoe
HenateHToBaHHoe HarMeHoBaHhe (Ha pyccKoM 14

aHrlrhicKoM a3brxax), xonq!ecrBo npenapara I
M,n, AO314pOBXa/ npeAynpeAhTenbHbre HaAn{c14 :

(Crep|a^bHo.), (no peqenry.r, (Cnoco6

nprMeHeHhF: cM. 14HcTpyxr-{t4|o no MeArqtHcr(oMy
np14MeHeHr|o (nrcTox-B|{naAbru])r, (xpaHl4Tb B

HeAOCTnHOM Anfl AeTel; MeCTe.), ( ly'Cno,nb3OBaTb

I regehhe 28 AHei nocne nepsofo EcxpbrTt4S

OnaSoHa.r, (Or{pbtro:-t; nyTb BBeAeHtal
(MecrHo.r; yc,roBxF xpaHeHha, HatMeHoaaHIe |,l

co,qepxaH!e aeicrBy|ou.lero Beu{ecT8a ,l
6e+3ar<o Ht4A xnophAa, nepeLreHb

acnoMoraTerbHbrx r{oMnoHeHroa g 1 Mn

npenapara, HoMep ceph|4 tQopMrpo8aHhe cepx14

roToBoro npoAy(Ta: K HoMepy cept!!,
np cBoeHHoMy npoAyxry (in bulk)) l1 yxa3aHHoMy

Ha nepBhgHoi ynaRoBRe, Moryr 406a8,nsrbcfl
cr.lMBonbr {6yRBbr rrr qr$p ur), 4onoax rrer uro
nprcBoeH H bre .q,rr n poMexyro'{ Ho;/BTop14rlHoi
ynaxoBK|4. TaxxM o6pa3oM, HoMep cepflr,
yxa3aHHoi Ha npoMer(1rroqHoi/ BTophqHoi

vnaxoaxe Moxer 6btrb Ha HecRo,4bKo chMBo,40B

Additionally, there are identification means (15)for

monitoring the movement of drugs. On all

components of the package are factory production

technology codes and technical details. /

Ha 3TrRerRe 6nafioHa Ha DvccxoM F3brRe vka3aHo:

TOproBoe HaqMeHoBaHre npenapara c

npeAynpearTe/rbHoi MapK poBKoi q.

MexayHapoaHoe HenaTeHToEaHHoe

HarMeHoEaHre (Ha pyccKoM 14 aHrnuicxoM
F3brxax), neKapcraeHHat 0opMa, Ron{'{ecrBo
npenapara B Mr, Ao3llpoa|(4, HoMep ceprr, Aara
oKoHqaHhn cpoKa roAHocT[, npeaynpeAurenbHaq
HaAnrcb: (CTeprrbHo)/ nyrb aBeAeHrr:
( MecrHo. r, nororrn KoMnaHrh /larhHcRhM!l
6yRBaM14 <Santen)), HarMeHosaHre 14 crpaHy
EraAenbqa perHcTpaqroHHoro yaocToEepeHrn,
qr40poBbre|,l f pa0l1qecxhe BHyrpr3aBoAcKoi
TexHrlecxr; xoAbr npenapaTa/ynakoBkr.

Ha KaoroHBoi nagxe Ha ovccxoM F3br|(e v(a3aHoi
loproBoe HahMeHoBaHre npenapara c

npe4ynpegrreauxoi MapKrpoBkoi o,

,exapcrBeHHaF 0opMa, MexAyHapoAHoe
HenareHToaaHHoe HarMeHo8aH14e (Ha pyccKoM ,t

aHrrricr{oM a3brKax), xonr,{ecr8o npenapara B

Mn, ao3hpoBKa, npeAynpeArrenbHbre HaAnrcl,1 :

(CTep!1/rbHo.), ( Tlo peqenry. )), (Cnoco6

nprMeHeHrF: cM. rHcTpyRqr|o no MeArL{hHcxoMy
nprMeHeHrlo (nhcrox-ExnaAbruJ)r, (xpaH Tb B

HeAOCTynHOM A.n8 AeTei MeCTe.), ( 14CnOnb3OBarb

B reqeH!4e 28 AHei nocre nepBoro EcKpbrTl4t

Onal{oHa.)), (OrKpbrro:_)); nyrb BBeAeHxfl |

(MecrHo.)), ycnogrlF xpaHeHrff, HaxMeHoBaHre t
coAepxaHl1e AeicrBylou{ero Beu.lecrBa14

6eH3arKoHr,!F x,/lopr,rAa, nepeqeHb
BCnOMOrareIbHbtx KoMnoHeHroB B 1 Mn

npenapara, HoMep ceprx, AaTa oxoHqaHrF cpo(a
foAHocrx, Aara npot38oAcT8a, norolrn koMnaHr!t,l

naTxHcxrMr 6yxaaM|/t (SantenD, HahMeHoBaHre |4

cTpaHy BnaAenbqa per|4crpaqrloHHof o
yAocroBepeHhs !1 Bbrnycxa|oulero KoHrpo,4F

KaqecrBa, HaIMeHoBaHxe o'lpMbt, no /]|Vl]e\3vv

xoropo;, nporr3seAeH npenapaT (8 oopMare (no

nxqeH3rav OxpMbr Aai,rl,l CaHXuo Ko.,nrA.

fl noHrFr), rurpr!x-xoA, r.UopoBbre |,l rpaoxqecKxe
BHyrpr3aEoAcxoi rexHrqecxre KoAbl

npenapara/ynaRoBKn. KoHTponb nepBoro
HOrO Ha

PagelCrpaHxqa
3/4



oFTAQUIX Batch 3395641 (teference to certificate of Analysis dated 08.01.20261
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"ep"^xol 
y"a-a*"t, gara o*o""""r" apo*a | "a*po,tr" 

*"pton"oi navxu e eu4e nporpavxoi

roAHocnl, Aara npox3BoAcraa, nofolrn xoMnaHl,th ] Hax.neiKn.

aaT,tncxll\al 6vxgamr (Santent, HarMeHoBaHt,le rl

crpaHy s.naAenbqa perrcrpaqroHHoro
yaocToBepeHxn, BblnycKapu4efo KoHTporlt

KaqecrBa, HaxMeHoBaHre $tapMbl, no rtaL{eH3xta

xoropoi, nponsseAeH npenapal (B 0opMare (no

,|aL{eH3!.r 0hpMbtAaiqr CaHKlao Ko. .nrA

flnoHrn r), uJrpxx-xo 2, tluQpoeue u/uau

rpaOr!ecKt,le BHyrpr3aBoAcxoi (-re)

rexurqecxri ( e) xo4 (-tt) npenapara/ynaxoexr.

Aonyc8aer€a Harr,lxe KoHlport nepsoro

BcKpbrrra KaproHHoi na,{xx B st4Ae npo3pa'lHblx

Ha|(/leeK,

Aono,nHhrerbHo MoryT nprcyrcrBoBarb cpeAcrBa

rAerrr0rxaqrr (Ch) P,.nff MoHr4rop|4Hra

aar!rxeH|,itl reKapcTBeHHblx npenapaloa. Ha Ecex

KOMnOHeHTaX ynaHoaKh Moryr nphcyrcrBoBaTb

3aBOACK|,Ie TeXHO,Orhqecxl/|e KoAbl u

npox3EoAcrBeHHble rexHr'{ecxl4e Aeranu. Mecro

pacnoroxeHtt h L{aer Cly', TexHororxqecxrix

RoAoB x npo[3EoAcrBeHHblx Aeranei Moxer
MeHATbcn I 3aBrcl4MocTll or TexHorlor{qecKrx

oco6exxocrei npor3BoAcrBa. qBeroBble orreHxx

MaKerog ynaKoaoK Mom oT,4rqaTbca orfaKoBblx

Ha KOMMepqecxoi vnaxoBKe, Tax xa( 3aBrctT oT

TexH}lqecKrx xapa KTep 14cTl.1l{

AononHxrenbHo npl,lcyrcrBypr cpeAcrBa

uaea'ruivra\uu ICA) Arn morrroprrra
ABrxeHrt rexapcraeHHbrx npenaparoB. Ha scex

KOMnOHeHTaX ynat(oBXn nplcyrcTByloT 3aBOACKI4e

TexHororu'{ecRxe Koabl |4 nporl3BoAcrSeHHble

TexHrgecxxe aerarx.


