




CEPTИΦIIKAT AHA」 II13A
Ilylrun6ya

ByAecounA 0,5 ur/ml
Cycnerus ua dnn unzaryn qufi dos upo*a*Hon

(IXEHETHK C.n.A.>
flpouaao4crgeHHsr il yqacroK

@nruano (CalepHo)

CepHЯ 地 062126R AHaЛИ3 Nb 0217/2026

.(ara npon3BoAcrBa: 1010112026 ,{ara ncreueH[fl cpoxa
roAHocrn: 0112028

Hhqa t hs 4
llcnrrraHue CnequSnraqnr Pelyruraru
Onucauue Oguopoauaa cycfleH3r,rrr 6eroro ueera Beraa o.quopoAHa, cycneH3r.t,

14aenrl.r0uxauur

flo,roxurelruuE (B3XX)
Bpeur nrqepxrx ocHoBHoro rrr4ra

rjraBHofo KoM noHeHTa Ha xpoMaTorpaMMe
r4ccneAyeMoro pacTBopa aonxHo

cooTBeTcTBoBaTb BpeMeHU Br,rAepxKH nlrKa
ByAecouraaa Ha xpoMarorpaMMe

cTaHAaprHoro pacrBopa.
floloxure,rutrf (V<D)

YcD-cnerop uccneryeMoro pacrBopa
0,002 o/o (rrlacca/o6reu) B r,rHTepBaJre nnr4H

BoJrH or 200 lo 350 HM noJ'rxeH r4Merr,

Ma(cuMyM norJroIIIeHX' npl. Anr.rHe Bor'tHr,r

246 gu

Bperr,rr arqepxKr,r ocHoBHoro nHKa
fJraBHono KoMnoHeHTa Ha xpoMaTorpaMMe

IrccneAyeMofo pacTBopa cooTBeTcTByeT
BpeMeHu BbrnepxKl, nura Eylecouula ua
xpoMarorpaMMe craHlapTHoro pacrBopa.

YO-cnerrp ficcneayeMoro pacrBopa
0,002yo (nracca/o6reu) B r4HrepBane rrruH
BoJrH or 200 ao 350 HM r4Meer Mar(q.tMyM
norurouleHr,r, npt,t AnxHe so,'rHrr 246 HN,

Pecyc ne H.qnpyelr ocru * Cycnen:ur AoJrxHa 6urr rouorensofi
B TeqeHHe 2 lranyr nocle

BcrpflxtrBaHr,r, oroJro I -2 rrauuyr

Cycneu:lrr roMofeHHa s reqeHr,re 2
MHHyr nocne BcrpflxuBaHVr, orcolo l-2

Mrr_HyTbr

pH 5,04,0 4,4

Pacnpe4eleHlre qacruu no pa:rrlepy* Dv [10] ne 6olee 1 urnr
Dv [50] ne 6olee 5 laxu
Dv [90] ue 6olee 7 nrxnr

0,8 uru
1,4 uxrr,r

2.6 rr,txrr,r

fhornocru (1,002■ 1,008)「/cM3 1,006「/cM3

Kor[qecrseHHoe onpeAeJreH r{e

⌒

(95,0 -. 105,0) % or 3arBJreHHoro
co.[epxaHr,t 6yaeconlrna:
(0,950 + 1,050) rvrr/arr.rnyna

99.2%

0,992M「 /aMΠ yЛ a

flprarvecr A<0,5Yo
flpurrlecr D 10,5 %
flpurraecuK<0,5%
flpnvecr L a0,5 o/o

EruuraqHag uer.raeHruSuqupoBaHHiu
npr4Mecl < 0,5 o/o

Cyrrlua neuaenlaSuqr4poBaHH brx
npulrecefi < 1,0 o/o

Cyrllrtra rcex lpnuecefi 11,5 o/o

He yК a3aHO+*

0,050/0

He yKa3aHO*+

0,13%
0,10%

0,10%
0,28%

Oauopo.luocrb Ao3 r.rpoBaH r,r,

C ri[lZAnhCTI

hAP00ハ  1.1

OPc19みκ05,2026

AV10≦ 15

EcЛИ AV10>15 ΠpOBOДЯT ИcnЫTaHИЯ Ha

Дpy「Иx 20 aMΠ yЛax;

AV30≦ 15 И Hm aMΠ yЛЬI McHee

(1¨ L2*0,01)M И 6oЛ cc
(1+L2*0,01)M

AV10=1.2

He rpe6yercr

H:erexaeN4urfi o6reu (2,00 + 2,10) rran 2,05 MЛ

Crepu,rruocrr flpenapar AoJrxeH 6urr creprz,rrnlru Crepn,ruso

ИMЯ !ara flo.rnucs
PyroeoqnreJr b cJryx6br

KOHTpOIq KaqecTBa !-p AuroHno llerpone 27/02/2026 <llodnuca>

YnorHomoqeHHoe Jrlluo rto
KAqECTBY {-p Anronuo flerru 27/02/26 <lTodnuco>



CEPTИΦIIKAT AHAЛИ3A
Ilynruu6ya

EyAeconnA 0r5 nrr/rr.n
Cvcnensun dnn uazannuufi dosuoooaHuon

《ДЖEHETИ K C.Π .A.》
Π pOИ3BOДCTBeHHЬIЙ yЧ acToK

ΦИШaHo(Ca」IepHo)

CepИЯ〕た062126R AHaЛ H3〕色0217/2026

.(ara npon3BoAcrBa: l0 I 0l 12026 [ara ucreueHrrfl cpoxa
roAHocrn: 0112028

H 2И 34
Onucauue yrraroBKr4 IIo 2 rrar npelapara B aMrryJry r43

noJILI3T[JIeHa uu:xofi lJlorHocrl4.
5 arranyn cnarHbr Apyr c ApyroM B Br{Ae

6roxa. KaNarrft 6ror norraeuarcr e

KoHBepr r.r3 naMr,rHr.rposaHHoft $or rrn.
flo 4 roueepra c r.{Hcrpyxrruefi no
npuMeHeHHlo B rraqKe r43 KaproHa.

rlo 2 rr,tn npenapara B aMlyny I43

noJrr43THJreHa uHrxofi nJlorHocrn.
5 arrrnyl clarHbr Apyr c ApyroM B BuAe

6roxa. Kaxaufi 6rox noNaeularcr s

KoHBepr H3 naM r.rHr.rpoaaHHoil Qorrru.
flo 4 roHnepra c r.rHcrpyr(uuefi no
npuMeHeHulo B naqKe Ii3 KapToHa.

Mapruponxa
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Ilepeuvuon ynaKocKa (amnyna)

Ha smuxemrce cu4nynbt yKa3btsanm:
ToproBoe Har,rMeHoBaHr,te flpenapaTa,

KoHueHrpauluo, o6reu, nyru
BBEAEHI,I'.

Ha 6oxosofi cropoHe aMnyJrbr

MeroAoM IreqaTH HaHocrT HoMep

cepuv v Aary [creqeHu, cpoKa
TOAHOCTI,I.

Ha aurryle MeroAoM BbraaBJrr{BaHI4,

HaHocrr pr.rcKy r.r Qpa:y,
noKzr3brBaloulylo [oJroBr.rHy

coAepxl.{Moro aMrlynbr (l rrar) - <Meti
dose> urH < I ml>; Ao[oJrHr.rrenbHo
uoryr 6rrrs HaHeceHbr rluQpoaue
u/ ulu 6y xsetuue o6osuaveH ur,
cBr3aHHbte c rexuolorueil
npor,r3Bo.I(crBa.

II p om e *y mo q H 0A y n a Ko s Ka
(xoneepme u3 orn.uuwueeort Qonozu)
Ha xonnepre r.r3 aJrloMr,rHr.reaofi Qorrru
yKa3brBarcT:

ToproBoe HaHMeHoBaHHe [peflapaTa,
MexayHapo,(Hoe HenareHToBaHHoe

HaI{MeHOBaHr4e Ha pyccKoM L
aurluft cxol,r fl 3br Kax, neKapcrBeHHyto

t}op,ry, KoHueHrpauuro,
Har,rMeHoBaHlre H colepxaHl{e
Aeficroyrcuero BetuecrBa s I N,tr Lr

neper{eHb BcIIoMofaTeJIbHblx BeuIecTB,

KoruqecrBo arr.trryl, o6teu
coAepxuMoro oAuofi aMnyJlbt,
ycJroBr.r, oTrrycKa, ycJroBr4f xpaHeHnfl ,

npeAynpeAHTeJrbHbte HaAnl{cll :

<XpanrErr B He.uocryrrHorra Anq Aerefi
Mecre), <Hcnorugosarb roJIbKo AIL
aHrarquufi vepe: xe6yrafirep>,
<Cnoco6 IpI,IMeHeHI,Ir: cM.

r,rHcTpyKrIr,rro IIo MeAI,IqLrHcKoMy

npHMeHeHr.rlo.>>, <,{ara BcKpbtrl4r

KOHBepra:); HOMep perHcTpaqlroHHoro

II epeuvnan ynaKoeKo (aunyna)
Ha smuxemxe ervnynu yKq3aHbt:

TOproBoe Har4MeHoBaHlre npenapaTa,

KoHueHTpauur, o6beM, rryrb BBeAeHl,tr.

Ha 6oxosoil cropoHe aMflyJrbr

MeTO,rloM [eqaTu HaHeceHbr HoMep

cepvfi v AaTa r,rcTeqeHH, cpoKa
TOAHOCTI,I.

Ha ananyre MeroAoM Bbt.uaBJIr,tBaHI,L

HaHeceHbr pucKa H Qpara,
rroKa3brBarcrqa, noJroBUHy

coAepxr4Moro aMrrynbr (l ur) - <Metd
dose> r.uru < I ml>; AorronHr.rreJlbHo
HaHeceHbr ur.rQpoeue u 6yxneHHue
o6o:HaqeHr.rr, cBr3aHHbre c

rexHoloruefi [pou3Bo.rlcrBa.
II p ou e ery mo 4 H an y n a Ko I Ka
(xoneepme us utpJt uutteeoil Qonozu)
Ha rounepre r.r3 aJrloMr.rHueaofi Qoluru
yKa3aHbr:

ToproBoe Har{MeHoBaHI4e flpeflapara,
Mex.rly HapoaHoe He naTe HToBaHHoe

HaHMeHOBaHl,le Ua pyccxou H

anm uft crorrr r3br Kax, JIeKapcrBeHHat

Soprvra, r(oHueHTpaullr,.HaLtMeHoBaHI,re

l{ corepxaHHe aeficrnyrcuero
BeuecrBa s I N,tr n nepeqeHb

BcnoMorareJrsHux eeuebrs,
KoJruqecrBo aMrryJr, o6teu
coAepxHMono oAHofi aMayrbl,
ycnoBr,r, oTrrycKa, ycnoBHt xpaHeHHr,

npeAy npeaHTeJrbHbre HaAnHcLI:

<Xpauurr B HeAocry[Horu Arq Aereil
MecreD, < I4cnoru:osarb roJIbKo AJrt

uurarsur.rfi ueper ue6yrafiaep>,
<Cnoco6 npuMeHeHuf, : cM.

r,rHcTpyKur,rrc no Me.[IruHHc KoMy

npHMeHeHurc.>, <,{ara Bcxpbtru,
KOHBepra:); HOMep perucTpaunoHHoro
yAocroBepeHI,IS, HaI{MeHoBaH He

npe/Inpr.tfl TI,Ir- r,r3roroBI,lTeJIc H ero

ИMЯ Aara floAnncu

PyronoAure,rs c.ryx6sI
KOHTpOJTfl KarIecTBa ,[-p Anronuo flerpoue 27/02/2026 <llodnuca>

YnornouoqeHHoe rr.tuo no
KaqecTBy !-p AHronuo flerru 27/02/26 <If odnuco>
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yAocToBepeHHr, HarrMeHOBaHr.te

rrpeArrpr.rfl Tr4rI- Ir3foToBHTenfl 14 ero
aApec ((Ilpousnegeuo:>);
HaHMeHOBaHr,te AepxareJu
perHcTpauuoHHoro yAocToBepeHr,lr,
efo Jrororr.rfl 14 aApec; HoMep ceprrH,

Aary r4creqeHHfl cpoKa roAHocTr.r
(<loren ao:>r).
B mop uu ruan y noKo I Ks (xapmo n n an
nouxa)
Ha raprouuofi naqxe yxa3brBarorct
TOpIOBOe Har{MeHOBaHrre npefiapaTa,
MEX(AY HAPOAHOC HE NATEHTOBAHHOE

HaHMeHOBaHr,te Ha pyccKoM t4

asuufi cxorra r3brKax, neKapcrBeHHyro

Oopr'ry, KoHueHrpauuro,
Ha[Me HOBaHr,te x coAepxaHr,re

Aeficroyrcqero BeurecrBa s I NUr r.{

lepeqeHb BcnoMoraTeJIbHbrx BetuecTB,
KoJrr,HecrBo aMrryn, o6reu
co.[epxr4Moro oAHofi aM rrynbr,
ycnoBr.rrr oT[ycKa, ycJroBr,tfl xpaHeHr,rr,
IIpeAyrrpeAr.{TeJrbH6re HaA[HCr,r:
<XpaHut B HeAocryrrHor{ Arq nerefi
Mecre)), <HcnomsoBarb roJIbKo AJL
wurats\uir veper ue6ylafi :ep>,
<Cnoco6 npr.rMeHeHr.rr: cM.
I,IHCTPYKUI.Irc IIO MEAI,IUHHCKOMY

trpHMeHeHHro.>, <Crepn,rrHo> ;

Har.rMeHoBaHue [pe.4npxrrTr,tr-
lr3roToBrrTeJlfl Ir efo aApec
(< Ilponsee4euo: >) ; ualrueHoBaHr.re

Aepxarentr perrrcTpaurroHHoro
yAocToBepeHr,rr, efo JroroTr,rn I,I aApec;
HOMep Cepuu, Aary [poH3BOACTBa r,r

Aary r,rcTeqeHr,r, cpoKa FoAHOCTT4,

HOMep perncrpauuoHHo[o
yAocToBepeHxfl , rrrTpr.rx-KoA.

,{onoruurelruo uoryr 6trru
HaHeceHbr cpeAcrBa uAenra$urarrrau, a
TaKxe Moxer 6r,rrr Haneceua
uaxlefi xa, o6ecnequsaroula, KoHTponb
IIepBOTO BCKpbtTr4f,.

aapec (< Ilpor.r:ne4euo :>);
HAHMCHOBAHI,IE AEPXATEJIfl
perl,IcrpauuoHHoro yAocroBepeHr.tr,
ero Jroforr.rn lr aApec; HoMep cepur4,

AaTa r4cTer{eHr,t cpoKa roAHocTr,r
(<l-oaen ao:>).

Bmop au nan y nano I Ka (xapmo aa an
nouxa)
Ha rapronaofi na.rxe yxa3aHbr

ToproBoe Har{MeHoBaHr.re [pelapaTa,
MexAyHapoAHoe HerrareHroBaHHoe
HaLrMeHOBaHr,te Ha pyccKoM tr
asulrficxou fl3btKax, neKapcrBeHHaq

Qopua, KoHrreHrparrruo,
HAI,IMCHOBAHI,IE U COAEPXAHI,IC

Aeficrnyouero BellecrBa a I ul r.r

fiepeqeHb BcIIoMofaTeJIbHbIX BeUIeCTB,

KoJl[r{ecrBo aMrryJI, o6relt
coAepxr,rMoro oAsofi aMrrynbr,
ycJroBHrr orrrycKa, ycJroBr4q xpaHeHr,rr,
flpeAy flpeAr,rrenbHbre HaArrr4flr :

<XpaHurr B HeAocrynHorra .4nq aerefi
Mecre), <l4cnomlogarb rorbKo arq
nsrarruuft vepe: ue6yaa[:ep>,
<Cnoco6 npr4MeHeHr.lr: cM.
xHcTpyKuHro IIo MeAuur,rHcKoMy

rrpuMeHeHlrrc.>, < CrepulrHo> ;

HarMe HoBaHlre npeAIIpr,tf, Tuq-
rr3IoToBr,ITeJL r,r ero aapec
(< flpolr:ne4eno :> ); HaraueHoBaHue

Aepxarenf pe f r.rcrpaulroHHo r-o
y.rlocToBepeHnf,, ero JrofoTr,rfl r{ aApec;
HOMep CepI,II,I, aaTa rrpor,r3Bo.rlcTBa r.r

AaTa r,rcTer{eHx, cpoKa roAHocTH,
HOMep perucrpaulroHHoro
yAocToBepeHHr, trrTptrx-KoA.

.{onoluurenbHo HaHeceHbr cpeacrBa
uaeuruOuxauur,r, a raKxe HaHeceHa
Hax.nefi ra, o6ecueqrsaroula, KoHTponb
nepBoro BcKpbrrr,tr.

ИMЯ ДaTa floanucu
Pyronogure.nr c.lyx6u

KOHTpOT.Ifl KaqecTBa !-p Auronuo flerpone 27/02/2026 <llodnuco>

Yno.[HoilroqeHHoe JrHuo no
KaqecTBy [-p AHroHno flerru 27/02/26 <llodnuca>
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Hrqa 4 И 3
Ycrosur xpaHeHuc Xpauurr B 3arurlueHHoM or cBera

MecTe, npu TeMrrepaType He Bbrrrre

3OoC. Orxpurra, aMryJra Aolxna 6urr
ncloJrb3oBaHa B TeqeHHe l2 qacon.

Iocre BcKpbrrurr KoHBepra,

coAepxaulr4ecc B HeM aMnynbr

AoJrxHLr 6rns ucnorr3oBaHbr B

TeqeHue 3 vecrues

XpaueHlre B 3aur,rueHHoM or cBera

Mecre, npu reMrreparype He BbrIIre

30oC. Orxprrrafl aMrryJra Aorxua 6uts
r4crroJrb3oBaHa B reqeHlae l2 .{acos.

llocre ncrcprrrr.r, KoHBepra,

co.IlepxauHec, B HeM aMnynbl
aonxHbr 6uru ucrolr,3oBanbt B

TeqeHHe 3 r',tecquee

Cpox roAHocru (XpaHenrar) 2 rolla 2 rola

n.r. x* : He yxa3aHo, MeHee AorrycrllMoro [peAeJIa o6Hapyxeuur.

n.d.** : He o6napyxeuo.

*floxagarelu <PecycneulupyeMocrb) u <Pacrpe4ereHr,re qacrrru no pa3MepyD LI MeToAI,IKH fO PO yxzBaHbt B coorBercrBllu

c rpe6onaHnrMg K craHAaprl,I3augll Aasuoft JleKapcrBeHHofi Qoptrlu, ttpl4H-grblMI'I s PO. MeroaI'IKI'I He l4crloJlb3ylorcfl

nporr3BoAr,rreleu. floxatarenll Moryr orcyrcrBoBaru n ceprnSltxarax aHanll3a.

Ceprr.rQurarbr KaqecrBa co.4epxar [oKa3areJrr,r r,r HopMbr Ha MoMeHT Bblnycxa npenapara.

,{auuar cneuuQuxauu, pernaMeHTnpyer KaqecrBo npeflapara Ha Becb cpoK roaHocrr,r Ia Moxer orrllr{arbc, or cepru$uraroo.
Ilpr,r eunycxe npeflapara MoryT npoBoAuTbc, IlorroJrHl{TeJlbHbre recrbr, He yKa3aHHbte s AaHHoft cneuu$uxaunu.

flpur',reuaHue: flpoayrr coorBercrByer rpe6onaHra-rrra H,{ JIII-Ne(002194)-(P[-RU)- 180423 (Poccuficxar Oeaepauur).

11 05. 2020

CIilllll ll.TlIPC:・

物

ИMЯ [ara floanucr

PyrconoAure,r s c"ryx6sI
KOHTpOJTS KaqecrBa .ll,-p AHronuo llerpoue 27/02/2026 <IIodnuca>

YnorHolrro.reHHoe JrIruo no
KaqecTBy

A-p Anrouuo flerru 27/02/26 <llodnuca>
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РАЗРЕШЕНИЕ НА РЕАЛИЗАЦИЮ № 141_2026
(CERTIFICATE OF COMPLIANCE)

НАИМЕНОВАНИЕ ПРОДУКЦИИ ГП: ПУЛЬМИБУД СУСПЕНЗИЯ ДЛЯ ИНГАЛЯЦИЙ ДОЗИРОВАННАЯ,
0.5 МГ/МЛ 2 МЛ №20FINAL PRODUCT NAME:

СТРАНА-ИМПОРТЕР:
IMPORTING COUNTRY:

Италия

МЕЖДУНАРОДНОЕ НЕПАТЕНТОВАННОЕ 
НАИМЕНОВАНИЕ:

Будесонид

INTERNATIONAL NON-PROPRIETARY NAME:

НОМЕР СЕРИИ: 062126R
BATCH No:
КОД ПРОДУКТА ГП: BDSN-1602-800
FINAL PRODUCT CODE:
УПАКОВКА: 2 мл - ампулы (20) - пачки картонные
ENVELOPE:
ДАТА ПРОИЗВОДСТВА
DATE OF MANUFACTURE

10.01.2026

ГОДЕН ДО: 01.2028
EXPIRY DATE:
ОБЪЕМ ПОЛУЧЕННОЙ ПРОДУКЦИИ 
(УПАКОВКИ):

22008 УПАК

FINAL QUANTITY (UNITS):
РЕГИСТРАЦИОННОЕ УДОСТОВЕРЕНИЕ: ЛП-№(002194)-(РГ-RU)
MARKETING AUTHORIZATION No:
НАИМЕНОВАНИЕ И АДРЕС ДЕРЖАТЕЛЯ 
РЕГИСТРАЦИОННОГО УДОСТОВЕРЕНИЯ:

Pharmaceutical Works "POLPHARMA" SA PL,83-200,Starogard 
Gdanski,ul.Pelplinska 19

NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:
НАИМЕНОВАНИЕ И АДРЕС ПРОИЗВОДСТВА 
ГОТОВОЙ ЛЕКАРСТВЕННОЙ ФОРМЫ:

Дженетик С.П.А. [Италия], Genetic S.P.A., Contrada Canfora - 84084 Fisciano 
(SA), Italy

№ aM-72/2025

№ AM/EAEU/H/2021/01/13

NAME AND ADDRESS PRODUCTION OF DOSAGE FORM:
ЛИЦЕНЗИЯ
LICENCE
СЕРТИФИКАТ
CERTIFICATE          

НАИМЕНОВАНИЕ И АДРЕС ПРОИЗВОДСТВА 
ПЕРВИЧНОЙ УПАКОВКИ:

Дженетик С.П.А. [Италия], Genetic S.P.A., Contrada Canfora - 84084 Fisciano 
(SA), Italy

NAME AND ADDRESS OF PRIMARY PACKAGING 
PRODUCTION
ЛИЦЕНЗИЯ
LICENCE
СЕРТИФИКАТ
CERTIFICATE          

№ aM-72/2025

№ AM/EAEU/H/2021/01/13

НАИМЕНОВАНИЕ И АДРЕС ПРОИЗВОДСТВА 
ВТОРИЧНОЙ УПАКОВКИ:

Дженетик С.П.А. [Италия], Genetic S.P.A., Contrada Canfora - 84084 Fisciano 
(SA), Italy

NAME AND ADDRESS OF SECONDARY PACKAGING 
PRODUCTION
ЛИЦЕНЗИЯ
LICENCE
СЕРТИФИКАТ
CERTIFICATE          

№ aM-72/2025

№ AM/EAEU/H/2021/01/13

НАИМЕНОВАНИЕ И АДРЕС ПРОИЗВОДИТЕЛЯ
(ВЫПУСКАЮЩИЙ КОНТРОЛЬ КАЧЕСТВА):

Дженетик С.П.А. [Италия], Genetic S.P.A., Contrada Canfora - 84084 Fisciano 
(SA), Italy

NAME AND ADDRESS OF MANUFACTURER (RELEASE 
QUALITY CONTROL):
ЛИЦЕНЗИЯ
LICENCE
СЕРТИФИКАТ
CERTIFICATE          

№ aM-72/2025

№ AM/EAEU/H/2021/01/13
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Данная серия была произведена, включая упаковку и контроль качества, на вышеуказанной производственной
площадке в полном соответствии с требованиями cGMP целевого рынка и регистрационной документацией.
This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
сGMP requirements of the intended market and with the Marketing Authorisation.
Производство серии, упаковка и анализы были проверены и признаны соответствующими cGMP.
The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.
Качество продукта соответствует требованиям ЛП-№(002194)-(РГ-RU)-180423 и подтверждено сертификатом анализа
№ 0217/2026 от 27.02.2026.
The quality of the product conforms to the Specification confirmed by certificate of analysis.
Настоящим подтверждаю, что вышеуказанная серия разрешена к реализации.
I hereby certify that the above mentioned batch is released to the market.
Документ подписан электронным способом и действителен без собственноручной подписи.
This document was signed electronically and is valid without handwritten signature.
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