OG6LLEeCTBO C OrpaHMYeHHO’ OTBETCTBEHHOCTbLIO
UCTbITATENbHbIA LEHTP «®APMOEOPOHA»
(000 UL, «®APMOBOPOHA»)
UCMbITATENBbHASA NTABOPATOPUA

141074, r. Kopones, MockoBckas obnactb, yn. larapuna, 46a, 8 (495) 511-01-10,
www.farmoborona.ru, info@farmoborona.ru
YHuKanbHbIi HOMep 3anucK B peectpe akkpeanToBaHHbIx iy, Ne POCC RU.0001.210140

CepTudrumpoBaHHas cuctema MeHemkmeHTa kadectea B cootsetcTBum ¢ FOCT P MCO 9001-2015

YTBEPXIOAIO
HauanbHuK opraHv3aLyyoHHO-39KCNepTHOro oTAena
Llaptok J1.J1.
10.11.2022 r.

Ceprucbukar: 531709ec5d7a822044be94d458854abafd54f3fb
Bnageney;: Liapiok Iapuca leoHuaosHa
JedcteuteneH c 13.01.2022 no 13.12.2022

MpoTtokon ucnbiTaHuin Ne 85051/22 ot 10.11.2022

1. O6BEKT McnbITaHWR

TNekapcTBeHHbIN Npenapat
NaszonsaH® PuHO, cnpei Ha3anbHbIV A03MpoBaHHbIi 82 mkr/gosa 10 mn,

nakoHbl (1), NaYKN KAPTOHHbIE

2. Cepus 232387A

3.logeH oo 31.08.2025

4. MpowussoauTens HavnmeHoBaHve WHetuTyT ae Anrenm C.P.J1.
CtpaHa Utanus

5. OcHoBaHuWe ANna NpoBeAeHUst UCTbITaHUIA

3asaska(Hanpasnenune) Ne342 ot 07.11.2022

6. 3akasumk HavnmeHoBaHve

00O "Onenna Xenckea"

Anpec opnanyeckmin

125009, r. Mockea, yn. Teepckasi, A4.22, nom. 42

KoHTaKTHble faHHble

+7 (962) 927-25-76

7. O160p 06pasuoB AkT oTGOpa 06pasLoB

(Homep 1 gaTa oTtbopa)

Ne342 ot 07.11.2022

MecTo oT6opa

MockoBckasi o6nacTb, r/o Mogonbck, AepeBHa HoBocenku,

TeppuTopusi TexHonapka, 4.7

HA Ha oT6op

He ykasaHo

8. MeToab! UcnbITaHWi (HOPMaTUBHbIN

[OKYMEHT)

M N015956/01-290517, nam. Ne 1 - 3

9. Konnuectso o6pasua, ynakoska v ee

COCTOAHME

2 yn. bes BHeLWHNX NPU3HAKOB NOBPEXAEHU

10. flaTa noctynneHus obpasua

08.11.2022

11. Oatbl npoBeAeHUs UCTbITaHU

08.11.2022 - 10.11.2022

12. PesynbTaTtbl UCNbITaHW

Ne HaumeHosaHue 3HaveHWe xapaKTep1cTuk
n/n XapaKTepuCTUKN Tpe6oBaHus no HA, PeaynbraThbl UCNbITaHWR
1 Pnucanue Mpo3payHblii, GneaHo-xenToro LupeTa Mpo3pauyHbli, GregHo-xenToro LBeTa
pacTBOp C 3anaxom 3BKanunTa pacTBOp C 3anaxom 3BKanunTa
2 | Ynakoeka Mo 10 mn BO hnakoH M3 cTekna KOPUYHeBOro Mo 10 mn BO chpnakoH us ctekna
uBeTa, CHabXeHHbIV 403VPYOLWUM KOPWYHEBOTO LiBETA, CHabXEHHbI
YCTPONCTBOM W Ha3asnbHbIM aganTepoM C [03MPYIOLLM YCTPOMCTBOM M Ha3anbHbIM
3aLUMTHBIM KONNa4vykom. ®dnakoH ¢ afanTepom C 3alUTHbIM KONavykom.
WNHCTPYKLUMEN N0 NPUMEHEHNIO NOMELLAIoT B ®nakoH ¢ MHCTPYKUMEN N0 NPUMEHEHNIO
KapTOHHYIO NaudKy. NoMeLLEeH B KaPTOHHYIO Nayky C KOHTponem
nepBoOro BCKpbITUA (nepdopaums),
COrnacHo yTBepXXOEeHHOMY MakeTy.
3 | Mapkupoeka MapkupoBka
Ha aTukeTke cpnakoHa Ha pycckom sA3blke Ha aTukeTke chnakoHa Ha pyccKoM 3blke
yKa3blBaeTCs: yKasaHo:
® TOpProBoOe Ha3BaHWe npenapara ¢ B TOproBoe HasBaHve npenapara ¢
npeaynpeanTenbHON MapkupoBKon ® npeaynpeauTensHoin MapkupoBkon ®
® niekapcTBeHHasi hopma ® nekapcTBeHHas opma
= MHH = MHH

MpoTokon ucnbiTaHuii Ne 85051/22 ot 10.11.2022
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OG6LLEeCTBO C OrpaHMYeHHO’ OTBETCTBEHHOCTbLIO
UCTbITATENbHbIA LEHTP «®APMOEOPOHA»
(000 UL, «®APMOBOPOHA»)
UCMbITATENBbHASA NTABOPATOPUA

141074, r. Kopones, MockoBckasi obnacTb, yn. larapuna, 46a, 8 (495) 511-01-10,

www.farmoborona.ru, info@farmoborona.ru

YHuKanbHbIA HOMEP 3anucu B peecTpe akkpeamToBaHHbIx nuuy Ne POCC RU.0001.214J140

CepTuduumpoBaHHas cucTema MeHemkmeHTa kadecTea B cooteTcTBum ¢ FTOCT P UCO 9001-2015
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A03MpOoBKa

norotun upmbl "rpadmyeckoe

n3obpaxeHue" n Hagnuce «SANOFI» (Ha

aHIMUACKOM SA3bIKE)

obbem npenapata (B M)

Has3BaHWe U coaepxaHue D,eVICTBleLLleI’O

BewlecTsa B 1 fose crnpest

«Obneryaet HOCOBOE AbIXaHWe U

YMEHbLUAeT oTeK CNU3NCTON Hoca»

Ha3BaHue 1 cTpaHa Npou3BoaMTeNs
nuKTorpamMma

Homep cepun «Cepust:»

[nara npoussofcTsa «MpousseneHo:»
CPOK rogHocTU «ofeH [o:»

BO3MOXHO Hanu4ine npons3BoACTBEHHbIX

KO[0B.

Ha kapToHHOW nayke Ha PYCCKOM fA3blke

YKa3sblBaeTcaA:

TOpProBoe Ha3BaHuWe npenaparta c

npeaynpeanTensHoON Mapkuposkon ®

MHH

[031poBKa
nekapcTBeHHas hopma
obbem npenapata (B M)

«Obneryaet HOCOBOE AbIXaHWe U

YMEHbLUaeT oTeK CNU3NCTON Hoca»

«[encTBre HauMHaeTCa B TeHEHNE NEPBbIX
MUHYT»

«B3pocnbimv 1 getam ¢ 6 net»

«[enctBue oo 8-10 yacoB»

«3BKanunTon, MEHTON 1 kamdopa»

norotun upmel "rpadmyeckoe

n3obpaxeHue" n Hagnuce «SANOFI» (Ha

aHIMUACKOM S3bIKE)

Has3BaHWe U coaepxaHue D,eVICTBleLLleI’O

BewlecTsa B 1 fose crnpest

KONMYeCTBO 03 BO hnakoHe
YyCnoBua XpaHeHnsa

«[Mepep NpMMeHeHVeM BHUMATENBHO

NPOYTUTE UHCTPYKLMIO»

HasBaHWe U CTpaHa npou3BoauTena
HOMEp perncTpaunoHHOro yaqocTtoBepeHus

«XpaHWUTb B HEAOCTYNHOM ANsA AeTen

mecte!»

ycrnosws oTnycka
LITPUX-KOA,

TemMaTUYEecKne pUCyHKM
MUKTOrpamMmbl

Homep cepun «Cepust:»

[nara npouasofcTsa «MpousseneHo:»
CPOK rogHocTU «ofeH [o:»

BO3MOXXHO Hanu4ine nponsBoACTBEHHbIX

® 103VpoBKa

® noroTun chupmel "rpacmyeckoe
n3obpaxeHnue" n Hagnuce «SANOFI» (Ha
aHrMNIACKOM 5i3blke)

m o6bemM npenapata (B MI)

® Ha3BaHUWe W cofepXaHune AencTByoLLero
BellecTBa B 1 Jo3e cnpesi

m «Ob6neryaeT HOCOBOE AblXaHue u
yMeHbLUaeT OTEK CIIM3UCTON Hoca»

® Ha3BaHUWe W CTpaHa Npou3BoAMTENS

® nyKTOrpaMma

= Homep cepuun «Cepusii»

® nata npovaBoacTea «lpovaBeaeHo:»
® CcpoK rogHocTn «FoAeH Ao:»

¥ NPOn3BOACTBEHHbIE KOAbI.

Ha kapTOHHOI Nayke Ha pyccKoM si3blke
yKasaHo:

® TOproBOe Ha3BaHwe npenapara ¢
npeaynpeavTensHOin MapkupoBkoin ®

= MHH

= 103VpOBKa

® nekapcTBeHHas hopma

m o6bem npenapata (B MI)

m «O6neryaeT HOCOBOE AblXaHue u
YyMeHbLUaET OTEK CIIM3UCTON Hoca»

m «[lefiCTBME HAYMHAETCH B TEYeHNe
nepBsbIX 5 MUHYT»

m «Bspocnbiv 1 getam ¢ 6 net»

u «[leictene go 8-10 yacos»

m «OBKanunTos, MEHTON U kamdopa»
® njoroTun oupmel "rpacmyeckoe
n3obpaxeHue" n Hagnnce «SANOFI» (Ha
aHrMNIACKOM 5i3blke)

® Ha3BaHUWe W cofepXaHune AencTByoLLero
BellecTBa B 1 Jo3e cnpesi

® KONMYECTBO [103 BO (hriakoHe

B yCrIoBUS XpaHEHWs!

m «Mepen NpMMeHEHVEM BHUMATENbHO
NPOYTUTE MHCTPYKLMIO»

® Ha3BaHuWe W CTpaHa Npou3BoAMTENS
® HOMep perucTpaLyoHHOro
yOOCTOBEPEHUSI

m «XpaHUTb B HEAOCTYMHOM Ans AeTen
mectel»

® yCrioBUS OTMycKa

= ITPUX-KOA,

B TemaTU4ecKkne pUcyHkn

B YKTOrpamMmbl

= Homep cepun «Cepusii»

® nata npovaBoacTea «lpovaBeaeHo:»

B cpok rogHocTn «ogeH oo:»

MpoTokon ucnbiTaHuii Ne 85051/22 ot 10.11.2022

Ctp.2u3 3



OG6LLEeCTBO C OrpaHMYeHHO’ OTBETCTBEHHOCTbLIO

UCTLITATENbHBIN LIEHTP «®APMOBOPOHA»
! (000 UL, «PAPMOBOPOHA»)
UCTLITATENBHAS NTABOPATOPUS

141074, r. Kopones, MockoBckasi obnacTb, yn. larapuna, 46a, 8 (495) 511-01-10,

www.farmoborona.ru, info@farmoborona.ru

YHuKanbHbIA HOMEP 3anucu B peecTpe akkpeamToBaHHbIx nuuy Ne POCC RU.0001.214J140

CepTuduumpoBaHHas cucTema MeHemkmeHTa kadecTea B cooteTcTBum ¢ FTOCT P UCO 9001-2015

KOZOB.
[ononHutensHo MoXeT BblTb HaHeceHa
MHbopMaLWs AN MOHUTOPUHIa ABUXKEHNS
nekapCcTBEHHbIX NpenapaToB OT
npousBoANTeENs A0 KOHEYHOro NoTpeduTens.
XpaHeHue:

Mpun TemnepaTtype He Bbiwe 25 °C.

B POM3BOACTBEHHbBIE KOAbI.
HaHeceHa nHopmauus Ans MOHUTOPUHIa
[OBWKEHUs nekapcTBEHHbIX NpenapaToB oT
NPOU3BOAUTENS 1O KOHEYHOTO
notpebutens.

XpaHeHue:

Mpu Temnepatype He Bbiwe 25 °C.

4 Cpok rogHoctn 3 roga cooTBeTCTBYET
3aknio4yeHue: PesynbTaThl ncnbiTaHni HaxogAaTcsa B npegenax HOpM, YyCTaHOBMEHHbIX TpeboBaHnsaMHU HOpMaTUBHOIO
nokymeHTa N N015956/01-290517, uam. Ne 1 - 3.

I/IcnonbayeMble cpeacTea U3MepeHns n ucnboltTaTtesibHoe o6opy/:LoaaHme:
Mpumeyanns:
1. ﬂaHHbIIZ npoToKon UCnbITaHWI kKacaeTcs 06paau,oa, npefocTaBrieHHbIX 3aka3unkom un NOABEPrHYTbIX 3TUM UCMbITAHUAM.
2. 3anpelyaeTcs YaCTU4HOE UNW NONHOE KONMPOBaHWe, NepeneyaTka NpoTokona 6e3s paspeLleHns ucnbiTatensHon naéopartopuu.
3. UcnbiTaTensHas nabopaTtopust He HeceT OTBETCTBEHHOCTb 3a MHChOPMALIMIO, MPEAOCTaBNEHHYI0 3aKka3umnkoMm, ykasaHHyto B nn 1-8.
4. Nicnonb3oBaHo npocCTOe NpaBuIio NPUHATUA peLleHnss B COOTBETCTBMX C 4OrOBOPOM.
KoHel, npoTtokona ucnbitanuii Ne 85051/22 ot 10.11.2022 Ctp.3mn33



Cepr. Ne: 22005895

Wnctutyto ne Anrenu C.p.J1. Jlok. [Ipymmm 103/c- 50066
Perremno (®nopenuust) — Uranus

TIpousBoacTeennas nuuensus Ne: aM-81/2020 ot 29/07/2020
GMP cepruduxar Ne IT/96/H/2020

M@
Istifuto @
De Angeli
g

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara:

JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU

Cepus Ne: 232387A Ne ananuza: 22004829-2-1
Aptukya Ne: 464396 Jara npomsBoacrea:  12.09.2022
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 232387 Cpok roagnocru: 08/2025
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 19.10.2022
TecroBasi cnenupuranms Ne: 79877 P510A00101+ND Kog 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocropepenue Ne:  I1N015956/01
Crpannna: 1
HcnbiTanue Crnenuduxanus PesvabTat Ouenka
Onucanue
IIpo3paunslii, O1eAHO-KEATOrO L{BETA PACTBOP, B CootBeTcTByET C
CTCKIIITHHBIX (bJ'[aKOHaX 13 CTEKJIa KOPUIHEBOI'O 1IBETA
C JO3UPYIOIIHUM YCTPOUCTBOM
3anax
3anax BKaIuNTa CoOTBEeTCTBYET C
IBet pacTBOpa
He Gosee MHTEHCUBHO OKpalleH, Y4eM PacTBOP CooTBeTCTBYET C
cpaBHeHus BY7
IIpo3pauHocTh pacTBOpa
IMpo3pa4nbiil iy onanecueHus He Bbille 3TanoHHOH  COOTBETCTBYET C
cysnensuu |
3navenune pH
6’0 - 7’5 6,3 C
IHoHusKkeHne TOYKH 3aMep3aHust
(ocMoMeTps)
0,50-0,62 K 0,55 C
OTHocHTebHAS IVIOTHOCTh
d (20/20)
1,007 - 1,017 1,015 C
CpenHsisi BLICBO0OK/IaeMasi 1032
70-94 mkr/mo3a 85 C


I0519973
New Stamp


Cepr. Ne: 22005895

Wnctutyto ne Anrenu C.p.J1. Jlok. [Ipymmm 103/c- 50066
Perremno (®nopenuust) — Uranus

e
TIpousBoacTeennas nuuensus Ne: aM-81/2020 ot 29/07/2020 Istituto @

GMP cepruduxar Ne IT/96/H/2020

Ceprudukar aHajan3a 1 COOTBETCTBUS

De Angeli
g

Ha3panue npenapara: JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU
Cepus Ne: 232387A Ne ananuza: 22004829-2-1
Aptukya Ne: 464396 Jara npomsBoacrea:  12.09.2022
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 232387 Cpok roagnocru: 08/2025
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 19.10.2022
TecroBasi cnenupuranms Ne: 79877 P510A00101+ND Kog 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocropepenue Ne:  I1N015956/01
Crpanuna: 2
Hcnpitanne Crenndukauns PesyapTar Ouenka
OxHOPOAHOCTH 103HPOBAHNSA
99,4 99,1 98,9 99,7 99,5 99,3 99,2 99,4 C
99,9 99,9
(AVG) 99,4 -
Tpeboanue A (n=10) 0,8 -
KpUTEpUH
MPUEMIIEMOCTH
<=15.0 (mpu K =2,4)
Tpebosanue B (n=30)
KpUTEpU
TIPUEMIIEMOCTH
<=15.0 (mpu K =2,0)
Kaxnpiit oOpasery
noikeH o061tk 0,75 M-
1,25M
C
KoandecTBo 103 BO iiaxone
He menee 120 no3 CooTBeTcTBYyET
Omnpenenenue Kamneab no
pa3Mepam
Cpennuii nuametp Dv (50)
30-60 MM 48 C
O0BeM kaneb
auaMeTpom MeHee 10 MKkm
<=6% 1 C


I0519973
New Stamp


Cepr. Ne: 22005895

Wnctutyto ne Anrenu C.p.J1. Jlok. [Ipymmm 103/c- 50066
Perremno (®nopenuust) — Uranus

TIpousBoacTeennas nuuensus Ne: aM-81/2020 ot 29/07/2020
GMP cepruduxar Ne IT/96/H/2020

M@
Istifuto @
De Angeli
g

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara:

JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU

Cepus Ne: 232387A Ne ananuza: 22004829-2-1
Aptukya Ne: 464396 Jara npomsBoacrea:  12.09.2022
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 232387 Cpok roagnocru: 08/2025
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 19.10.2022
TecroBasi cnenupuranms Ne: 79877 P510A00101+ND Kog 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocropepenue Ne:  I1N015956/01
Crpannna: 3
HcnbiTanue Crnenuduxanus PesvabTat Ouenka
HoaauHHOCTH
KB 227 (Tpama3ojunHa ruipoxyiopuaa 6e3B01HOI0) TO
(TCX+B2XX)
CoOTBETCTBYET CTaHAAPTY
KB 227 (Tpama3ojaunHa ruipoxyiopuaa 6e3B01HOI0)
(BOXX/Y ®-muonnas matpuiia)
COOTBETCTBYET CTaHIAPTy CootBeTcTBYET C
Ben3aakonus xmaopuaa (BOXX)
COOTBETCTBYET CTAHIAPTY CooTBeTCTBYET C
Ben3aakonus xyopuaa (TCX)
COOTBETCTBYET CTaHIAPTy TO
Pacnmajx akTMBHOr0 MHTpeHeHTa
JI100as HenAeHTH(PUIPOBAHHAA MPUMech (BDXKX)
<=0,5% 0,1 C
CymmMma Bcex npumeceii (BDXX)
<=0,5% 0,1 C
KoanuecTBeHHOE ompe/esieHne
KB 227 (Tpama3ojimHa ruipoxJaopuaa 6e3BoaHoro) (BIXX)
112,5 — 124,3 mr/100,0 M 117,7 C
Ben3zaakonus xaopuaa (BOXX)
18,2 — 22,2 mr/100,0 M 19,8 C
O0bem cogepxxkumMoro ¢aiakona CootBetcTBYET C



I0519973
New Stamp


Cept. Ne: 22005895

Wnctutyto ne Anrenu C.p.J1. Jlok. [Ipymmm 103/c- 50066

Perremno (®nopenuust) — Uranus Isti tﬁu toggg@%
TIpousBoacTeennas nuuensus Ne: aM-81/2020 ot 29/07/2020 De Angeli
GMP cepruduxar Ne IT/96/H/2020 P

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara: JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU
Cepus Ne: 232387A Ne ananuza: 22004829-2-1
Aptukya Ne: 464396 Jara npomsBoacrea:  12.09.2022
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 232387 Cpok roagnocru: 08/2025
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 19.10.2022
TecroBasi cnenupuranms Ne: 79877 P510A00101+ND Kog 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocropepenue Ne:  I1N015956/01
Crpannua: 4

Hcnpitanne Crenndukauns PesyapTar Ouenka
O0mree 4nc10 a3po0HBIX 0AKTEPHIl, APOAKKEBBIX U MJIECHEBBIX
rpudoB (CyMMAapHO)

<= 100 KOE/mn 0 C
Staphylococcus aureus

OrcyTtcTByeT B 1 M1 OTCyTCTBYET C
Pseudomonas aeruginosa

OrcyTteTByeT B 1 M1 OTCcyTCTBYET C

Pasmep BeinymienHo# cepun (1ut): 51911 Homep Hopmarusnoii Joxymenranuu: 11 N015956/01

Onenka: CooTBeTcTBYET

CeprudurKkalioHHOE 3asBICHUE:

HacTosmuM noaTBep:kAal0, YTO BCe ITANBI IPOMU3BOACTBA 3TOMH CepUH rOTOBOH NMPOAYKIHH ObLJIH BBINOJTHEHBI
B NMOJHOM co0TBeTcTBUM ¢ TpeOoBaHusiMu GMP EC m tpeGoBanusimu PerncrpanuoHHOro yaocTOBepeHHs
CTPaHbI HA3HAYCHMHS.

WucTtutyt AHrenu c.p.u.
YT0JIHOMOYEHHOE JIMLIO: Ynonnomouennoe nuyo
Hara: Dr.ssa Paola Giori
Hoonuce 19.10.2022

1l

LREHOE Ty
A O,
o

.&-

eHa (Otnen gapmanieBTHaeckoro Beimycka): Dr. Rogai Alessio Hara: 19.10.2022

*****KOHeu OquTa*****


I0519973
New Stamp


Wucturyro ne Anremu C.p.JL Jlok. IIpymmu 103/c- 50066
Perremno (Onopenuus) — Utanus
TIpousBoacTennas nuuensus Ne: aM-81/2020 ot 29/07/2020

GMP cepruduxat Ne IT/96/H/2020

W@_
Istituto ®
De Angeli
e

MPUJTIOXXEHUE K CEPTUDPUKATY AHAJIU3A (conpoBoguTesibHOe
NUCbMO)

HaunmenoBanue nponyxra: JIA3SOJIBAH® PUHO
Howmep cepun: 232387A

GMID: 652236

Jlata mpousBoactaa: 12.09.2022

I'onmen mo: 08/2025

Howmep PV, 3apeructpupoBannoro B Poccun: ITN015956/01
A®U (na3BaHue cyOCTaHIIMH, HA3BaHUE U aJIpec TpamazonuHa THAPOXIIOPU
TIPOU3BOTUTEIS CyOCTAHITUH): Bbepunrep Nuarensxaiim @apma 'm6X u Ko KT

Binger St. 173
D-55216 Ingelheim

MapKI/IpOBKa B TIIOJHOM COOTBCTCTBHUHU C TOCICOAHUMHU YTBCPXKIACHHBIMHU BEPCHUAMH MAKCTOB YIIAKOBOYHBIX
MaTrepuaioB H HHCprKHHCﬁ o MCINMIOUHCKOMY TIPUMCHCHUIO. VnakoBka B IIOJHOM COOTBETCTBHH CO
CHGHH(bHKaHHCﬁ HOpMaTI/IBHOﬁ I[OKyMeHTaIII/II/I " IepeMCHHad I/IH(l)OpMaHI/Iﬂ HaxXo4gUTCA B COOTBECTCTBYIOIIUX IOJIAX.

HacrosimuMm s moaTBepkaaro, 4YTo JaHHas cepus MPOTECTUPOBAHA MO BCEM MOKAa3aTeNsiM KauyecTBa, YKAa3aHHBIM B
cnenupukaun Hopmatushoi JlokymeHTanmuu (KpoMe IMOKa3aTelei, KOTOphle HE KOHTPOJHMPYIOTCS Ha 3aBOJC,
HalpuMep, aHOMalbHas TOKCHYHOCTD WM TEPHOAMIECKH KOHTPOIUPYEMbIE TOKa3aTeIIH).

TMonnuce/mara: 19.10.2022 WacTHTyT AHrenu c.p.u.
Ynonnomouennoe nuyo
Dr.ssa Paola Giori
Tloonuce 19.10.2022

Nwms (nmevatupiMu OykBamu): Dr. Paola Giori

JoixHOCTD: YnonnomouenHnoe nuuo Uucruryrta ne Aurenu C.p.JL.
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Istituto De Angell S.r.L.-Loc. Prulll n, 103/c- 50056 Reggello {(F!)-ltaly
Manufacturing Authorization N°; aM-81/2020 dated 29/07/2020
GMP Ceificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.: 232387A No, of Analysis : 22004829 -2 - 1
Article No. : 464396 Date of Manufacture : 12.09.2022
Semiifinished batch 232387 Expiry date: 08/ 2025
BIX code/ Pack. Mat. ; BOTTLE (GLASS) Printed on : 19.10.2022
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No, :  79877_P330A00201
Marketing Authorization No: P N015956/01
. Page: 1
Test
Specification Result Evaluation
Appearance
Clear, faintly yellowish solution filled into amber glass vials ~ Conforms e
fittect with a metering pump.
Odour
Of gucalyptus Conforms C
Colour of the solution
Not more Intensely coloursd than the referencs solution Conforms C
BY7 - '
Clarity of the solution
Clear or not more opalescent than reference suspension | Conforms C
pH
80-75 6,3 C
Freezing-point depression
{ Osmormetry }
0,50-0,62K 0,55 G
Relative density
d{20/20)
1,007 - 1,017 1,015

Mean dellvered dose
70 - 94 pg/ metered dose 85 C
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Cert. No : 22005895

istituto ®™
De Angeli
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Istituto Da Angell S.r.L.-Loc. Prulli n. 103/c- 500E5 Reggallo (FI)-Italy
Manufacturing Authorization N°: aM-81/2020 dated 26/07/2020
GMP Certificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  232387A No. of Analysis : 22004829 - 2 - 1
Article No. ; 464396 Date of Manufacture : 12,09.2022
Semifinished batch 232387 Expiry date: 08 /2025
BIX code/ Pack. Mat. BOTTLE (GLASS) Printed on : 19.10.2022
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.: 79877 _P330A00201
Marketing Authorization No: P N015956/01
Page: 2
Test
Specification Result Evaluation
Uniformity of dosage units
99,4 99,1 98,989,7 99,5 99,3 99,2 99,4 c
99,909,9
99,4
(AVG)
0,8

Requirement A (n = 10)
AV<=15.0 (with K = 2.4)

Reqguiremeni B (n = 30)
Av<=15.0 (with K = 2.0)
Each individual is 0.75M-1.26M

Number of actuations per container
Not less than 120 metered doses

Droplet size distribution
Median diameter Dv{50}
30 - 60 um

Droplets <10 um
<=6%

AR EHDE T gy
ﬁlﬂ' L
g ¥

Conforms C

48 C
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Cert. No : 22005895

Istituto De Angeh S.r.L.-Loc. Prullin, 103/c- 50086 Reggello (FI)-laly
Manufacturing Authorization N°: aM-81/2020 dated 29/07/2020
GMP Certificate Ne: IT/96/H/2020

P o
Istifuto @
De Angeh’
e

Certificate of Analysis and Conformance

Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU

Batch No.:  232387A

No. of Analysis :

22004829 -2 -1

Article No. : 464396 Date of Manufacture : 12.09.2022
Semifinished batch 232387 Expiry date: 08 /2025
BIX codef Pack, Mat. : BOTTLE (GLASS) Printed on : 19.10.2022
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.: 79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 3
Test
Specification Result Evaluation
Identification
KB 227(Tramazoline Hydrochloride anhydrous) (TLC+HPLC)
Corresponding to standard T0
KB 227(Tramazoline Hydrochloride anhydrous) (HPLC/Diode Array
)
Corresponding to standard C
Benzalkonium chloride (HpLC)
Corresponding to standard Conforms C
Benzalkonium chloride (7LC)
Corrasponding to standard 70
Actlve ingredient decomposition
Any unspecified degradation product (HPLC)
<=0,5% 0,1 C
Total degradation products (H-LC)
<=05% 0,1 C
Assay
KB 227(Tramazoline Hydrochloride anhydrous) (HpLC)
112,5 - 124,3 mg/100.0 ml 1M7.7 c
Benzalkonium chloride (HPLC!
18,2 - 22,2 mg/100.0 m| 19,8 C
Volume of contents
Conforms C
Total aerobic bacteria count, yeast and mold count
{combined)
<= 100 cfu/ ml 0 c
Staphylococcus aureus
Absentin 1ml Absent C
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Cert. No : 22005895

istifuto ®
De Angeli
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (F)-ltaly
Manufacturing Authorization N°: aM-81/2020 dated 29/07/2020
GMP Certificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
Batch No.: 232387A No. of Analysis : 22004829 - 2 - 1
Article No. : 464396 Date of Manufacture : 12.09.2022
Semifinished batch 232387 Expiry date: 08 /2025
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 19.10.2022
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.: 79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 4
Test
Specification Result Evaluation
Pseudomonas aeruginosa
Absentin 1ml Absent C

Batch quantity released (pcs) : 51911 - Number of the Normative Document: P N015956/01

Evaluation : Conforms

Certification statement:
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full

compliance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the
destination country.

Istitute-De-AngelisTi
Qualified Person: Qualified Persony _

Pale: g ::)sts“é Pavla Giori ,
Batch Review (Pharmaceutical Release Dept.): Dr. Rogai Alessio Date: 19.10.2022

# End of Report *****


I0519973
New Stamp


Istituto De Angeli S.r.1.-Loc. Prulli n.103/c-50066 Reggello (FI)-Italy
Manufacturing Authorization N°: aM-81/2020 dated 29/07/2020
GMP Certificate No: [T/96/H/2020

///// =
Istituto ®
De Angeli

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: LAZOLVAN® RHINO
Batch Number: 232387A
GMID: 652236
Manufacturing Date: 12.09.2022
Expiry Date: 08/2025
Reference number to MA registered in Russia: 1 N015956/01
API (name of API, name and address of manufacturing site):
Tramazoline hydrochloride

Boehringer Ingelheim Pharma GmbH & Co KG
Binger Str. 173
D-55216 Ingelheim

Labelling is in full compliance with the last approved version of packaging and leaflet artworks. Packaging is in
full compliance with the Normative Document specification and variable information is located in corresponding

fields.

I hereby certify that this batch is tested for all quality tests indicated in the Normative Dacument specification

(except for tests which are not controlled at the plant, e.g. abnormal toxicity, or periodically controlled tests).

Signature/Date: 19.10.2022

Istituto De-Angeli-sri—.
QualifiedPérson -
{ i ™ =y
Printed Name: Dr. Paola Giori 5 ,)\;‘.ssa I ia/é_fgg
| DL dnd2

Title: Qualified Person Istituto de Angeli S.r.l.
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