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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / MpoaykT

SAP-Code: / Kog SAP:
Batch no.: / N2 napTtuu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTUB,

cnpen Ha3anbHbIW 4O3UpPOBaHHbIN, 11,25 mkr/go3a

81724614
270650A

Manufacturing date (mm.yyyy): /

Oarta npousBogcTBa (MM.rrrr):

10.2022

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.TTrT):

10.2025

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

I'Igousaogmen_b B COOTBETCTBUMU

c peructpaumeii 8 Poccuu:

«®amap Xanc Kaa Cepeucus Magpuag, C.A.Y.»

Parameter / lMapametp

Specifications / Cneuudukauun

Results / PesynbTathl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Fpo3spayHbtiz UnNu NOYTH
nNpo3payHbIv, NoUTH 6ecLBeTHLIN NNK
cnerka >XenTbl pacTeop.

conforms

MN3Bnekaemblii 06bem

He mMeHee 3asBneHHoro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
MNaeHTu4HOCTL required to correspond to the retention
oKCUMeTas3osinHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAep)XXaHusa OCHOBHOrO NUKa Ha
XpomaTorpamme MCnbITYeMoro pactsopa
[OIMKHO COOTBETCTBOBATb BPEMEHU
yAep)XXaHWA OCHOBHOrO NWKa Ha
XpomaTtorpamme 3TafoHHOro pacreopa
OKCUMETa30NNHa rnapoxnopuaa,
NONy4YEHHOro Npu TECTUPOBAHUU
meToaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.007 / 1,007
OTHocuTenbHasa nnotHocts | 1,006-1,010
(d 20/20)
pH/pH From 5.6 t0 6.1/5,6-6,1 5.9/5,9
Osmolality / OcmonansHocTs | From 270 to 330 mosmol/kg / 290 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANUIA

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UWBUH CEHCUTMUB,

cnpeun Ha3anbHbLIA [O3UPOBaHHbLIN, 11,25 Mxr/go3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 naptuu: 270650A
Manufacturing date (mm.yyyy): /

Qarta npoussoacraa (MM.rrrr): 10.2022
Expiry date (mm.yyyy): /

Cpok rogHocTh (MM.rrrT): 10.2025

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

"QOM3BOBMT9HI:JB COOTBETCTBUN

c peructpauuen 8 Poccunu:

«®amap Xanc Kaa Cepsucus Magpup, C.A.Y.»

Parameter / NapameTp

Specifications / Cneuudukauumn

Results / Pesynbrartsl

Average dose and uniformity
of delivered dose / CpegHas
£03a » 0OAHOPOAHOCTb
AocTaBnsemon Ao3b!

Average dose 45 mg £15 %.
Uniformity of delivered dose:

Average dose 125 %.

Max. 2 from 10 doses > +25 % from
average dose mass

But always < 35 % from average dose
mass /

CpepnHss nosa 45 mr £15%.
OpHOpPOAHOCTb JOCTaBMAEMOIA A03bl:
cpepHsas fosa +25%.

Makc. 2 u3 10 o3 > £25% ot cpeaHein
mMacchbl A03bi, HO Bceraa < +35% ot
cpeaHen macchl 403bi

47.89mg/ 47,89 mg

Quantity of doses per pack /
KonuyecTso 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 403 Ha ynakoBky

conforms

Relative impurities /
PoacteeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumeck A — He Gonee 2,0%

<0.03%/ <0,03 %

Impurity ZP-1 — NMT 1.5 % /
Mpumeck ZP-1 — He 6onee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OpvHouHas HemaeHTUULMPOBaHHan
npumeck — He 6onee 1,0%

<01%/ <0,1%

Total impurities NMT 4.9 % /
Bcero npumeceii — He 6onee 4,9%

<01%/ <0,1%

P&G Health Austria GmbH & Co. OG
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpogykr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptum:

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWH CEHCUTUB,

cnpei HasanbHbLIN 4O3UPOBaHHbLIN, 11,25 mKr/no3a

81724614
270650A

Manufacturing date (mm.yyyy): /

gaTa nponssoncTea jMM.I'ITI'!:

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.rTTT):

Manufacturer according to the
registration in Russia: /

10.2022

10.2025

Famar Health Care Services Madrid, S.A.U./

I'Igouasogmenb B COOTBETCTBUMK

¢ perucrpauuei B Poccum:

«®Pamap Xanc Kaa Cepsucus Magpua, C.A.Y.»

Parameter / NapameTtp

Specifications / Cneunduxkaumm

Results / PesynbTaTthl

Obuwee KONUYECTBO SPONOKEBLIX U
nnecHesbix rpubos — He 6onee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10ml
Mukpobuonoruyeckas Obujee konNM4ecTso aspobHbIX
JyucToTa MUKpOOpPraHu3MoBs — He Bonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — OTCyTCTBUE B
1 mn

Absentin 1.0ml/ 1,0 ml

Staphylococcus aureus — absence/ml /
Staphylococcus aureus — oTCYTCTBUE B
1 Mn ’

Absentin 1.0 ml/ 1,0 mi

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 pg of

hydrochloride / oxymetazoline hydrochloride / mi /
KonuuyecTtBeHHoe cogepxxaHue | 11,25 mkr/posa: 225-262,5 mkr/mn
oKCUMeTasonuHa OKCUMETAa30nuHa ruapoxnopuaa
rmgpoxnopuaa

251.9 ug/ml/ 251,9 pg/mi
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CERTIFICATE OF ANALYSIS / CEPTUOPUKAT AHATIU3A

Page 4 of 4 / CtpaHnua 4 u3 4

Product: / MpoaykT NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UWBWH CEHCUTUB,
cnpei HazanbHbIW 4O3UPOBaHHbIN, 11,25 mkr/nosa
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTtuu: 270650A
Manufacturing date (mm.yyyy): /
Oata npousBogcrTea (MM.IIIT): 10.2022
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.ITTT): 10.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpou3sBoauTensL B COOTBETCTBUM
¢ peructpauuen B Poccuu: «®amap Xanc Kaa CepBucus Magpup, C.A.Y.»
Parameter / MapameTp Specifications / Cneundukauun | Results / Peaynbtathbl
Packaging / YnakoBka Package / 10 ml in polyethylene Package / 10 ml in polyethylene
vial with a metering device and vial with a metering device and with
with a protective polyethylene cap. | a protective polyethylene cap. 1
1 vial and a patient information vial and a patient information leaflet
leaflet in a carton. At least 190 in a carton. At least 190 doses per
doses per vial. / vial. /
10 mn B NOANSTUNEHOBOM 10 MmN B NONN3TUNEHOBOM
dnakoHe ¢ AO3UpYIOWUM cdriakoHe ¢ AO3UPYIOLWLUM
YCTPOWCTBOM U 3aLLUTHBIM YCTPOWCTBOM U 3aLMUTHBIM
NOMN3TUNEHOBbLIM KONNaYKoM. NOMW3TUIEHOBbLIM KONMa4KoM.
1 cbnakoH 1 NNUCTOK-BKMNaAbIl B 1 cbnakoH 1 NUCTOK-BKNaabILW B
KapTOHHOM nadke. He merHee KapTOHHOW nauke. He meHee
190 A03 Ha hnakoH. 190 003 Ha HNaKoH.
Labeling / MapknpoBka In accordance with ND / Complies as prescribed /
B cooTtBeTcTBUM ¢ HOpMaTUBHBIM | COoOTBETCTBYET NpeanvucaHHoOMy
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHeHus Mpw Temnepartype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years /3 roga

Assessment: /| 3aknioyeHue The batch complies with the specification according to ND J1M-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBETCTBYET cneLuudukaumam
HopmaTtueHoro aokymeHta JIM-000511-261017 (uamen
04.02.2019, nameHeHne Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /
Oara / nognucb yNnonHOMOYEHHOro nuua:

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706



