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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHATNIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIA 403UPOBaHHbIW, 11,25 MKr/gosa

81724614
273230A

Manufacturing date (mm.yyyy): /

gaTa npou3soactTea ! MM. rrrr):

Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.rrrr):

10.2022

10.2025

Manufacturer according to the

registration in Russia: /

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

nQOM3BOQMTeﬂ_b B COOTBETCTBUN

¢ peructpaumei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukaumuu

Results / PeaynbTaTthl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3apauHbii UnNu no4Tn
Npo3payHblil, NoYTK GecuBeTHLIN Unu
cnerka XenTbl pacTeop.

conforms

MN3snekaembii 06bem

He MeHee 3aaBneHHoro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
WpeHTuuHOCTD required to correspond to the retention
oKcUMeTas3onuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpemsa
YAEPXXaHNs OCHOBHOrO NWKa Ha
XpomaTorpamme UCHbITYeMoro pactsopa
OOMMKHO COOTBETCTBOBaTL BPEMEHN
yAep)KaHUs OCHOBHOIO Nuka Ha
XpOMaTorpamme 3TanoHHOro pactesopa
OKCMMETas3ofnnHa ruapoxsnopuaa,
NONyMEHHOro Npu TeCTUPOBaHUK
meToaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.007 / 1,007
OTHocuTenbHaa nnotHocte | 1,006-1,010
(d 20/20)
pH / pH From 5.6 t0 6.1/ 5,6-6,1 5.9/5,9
Osmolality / OcmonanbHocTb | From 270 to 330 mosmol/kg / 289 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
WWW.pg.com

Rechtsform; Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAIIN3A

Product: / MpoaykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3WBWUH CEHCUTUB,

cnpen HasanbHbIK [o3npoBaHHbIn, 11,25 Mmkr/ao3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 273230A
Manufacturing date (mm.yyyy): /

Oata npousBoacrTBa (MM.rrrr): 10.2022
Expiry date (mm.yyyy): /

CpokK roaHocTH (MM.Irir): 10.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoanTens B COOTBETCTBUU

¢ peructpauueii B Poccuu:

«®amap Xanc Kaa Cepucus Magpua, C.A.Y.»

Parameter / MapameTp

Specifications / Cneuudukaumnm

Results / Pe3ynbTaTthl

Average dose and uniformity
of delivered dose / CpeaHss
A03a N OAHOPOARHOCTL
AOCTaBNSeMON [O3bl

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

Average dose 25 %.

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

But always < +35 % from average dose
mass /

CpegHsia nosa 45 mr £15%.
OpaHopoaHOCTL AOCTaBNAEMO A03bI:
cpenHas posa £25%.

Makc. 2 us 10 ao3 > +25% ot cpepHeit
Maccbl A03bl, HO Bcerpa < £35% ot
cpenHeln Macchl 403bl

45.75mg/ 45,75 mg

Quantity of doses per pack /
KonuuecTBo A403 Ha ynakosky

Not less than 190 doses per pack /
He meHee 190 o3 Ha ynakoBKy

conforms

Relative impurities /
PoacrseHHble npumecy

Impurity A — NMT 2.0 % /
Mpumecb A — He 6onee 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 % /
OanHouHan HenaeHTUULUMpOBaHHas
npumech — He 6onee 1,0%

<01%/<01%

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

<01%/ <0,1%

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau  Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOGUKAT AHATNTU3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / N2 naptuu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3NBUH CEHCUTUB,

cnpei HasanbHbIW [O3UPOBaHHbIN, 11,25 mkr/gosa

81724614
273230A

Manufacturing date (mm.yyyy): /

gara npousBoacrTBa (MM.ITr):

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the
registration in Russia: /

10.2022

10.2025

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

MpousBoguTens B COOTBETCTBUU

c peructpauuen B Poccum:

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

Parameter / MapameTtp

Specifications / Cneuudukaunu

Results / PeaynbTaTthl

Obuee KONUYECTBO APOHOKEBbIX U
nnecHesbIX rpubos — He Gonee
10' KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / OCFU/10m!
Mukpo6uonoruyeckasn O6ulee konuyecTso adapoBHbIX
yucToTa MUKpOOpraHnmamos — He 6onee

102 KOE/mn

TYMC — NMT 10! CFU/ml / 0CFU/10ml

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus — absence/ml /
Staphylococcus aureus — oTCYTCTBUE B
1 mn

Absent in 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 g of

hydrochloride / oxymetazoline hydrochloride / ml /
KonunuecteeHHoe cogepxxaHue | 11,25 mkr/aosa: 225-262,5 mkr/mn
OKCUMMEeTa30nu1Ha oKcuMeTasonuHa rugpoxnopuvaa
rmapoxnopuaa

241.3 ug/ml/ 241,3 pug/mi

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 < 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUODUKAT AHAITU3A

Page 4 of 4/ Ctpanuya 4 us 4

Product: / [poaykT NASIVIN SENSITIVE
Nasal metered spray 11,25 pug/dose /
HA3UBUH CEHCUTUB,
cnpeil HazanbHbLIW 4O3UPOBaHHbIN, 11,25 mkr/go3a
SAP-Code: / Koa SAP: 81724614
Batch no.: /| N2 naptuu: 273230A
Manufacturing date (mm.yyyy): /
Qarta nponssoacrea (Mm.rrrr): 10.2022
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.IrrT): 10.2025
Manufacturer according to the
reqgistration in Russia: / Famar Health Care Services Madrid, S.A.U./
NpoussoguTens B COOTBETCTBUMN
¢ peructpauunen B Poccuu: «®amap Xanc Kaa Cepsucus Magpun, C.A.Y.»
Parameter / lNapameTp Specifications / Cneundukauumn | Results / PesynbTarthl
Packaging / Ynakoska Package / 10 ml in polyethylene | Package / 10 mlin 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 mMn B NONU3TUNEHOBOM 10 MmN B NONN3TUNEHOBOM
thnakoHe ¢ A03UPYIOLLUM dnakoHe ¢ Ao3npYyIOWUM
YCTPONCTBOM U 3aLYUTHBLIM YCTPONCTBOM U 3aLUUTHBIM
NONU3TUNEHOBBLIM KONNAYKOM. MONU3TUNEHOBbLIM KONNAYKOM.
1 conakoH 1 NUCTOK-BKNaabIW B 1 chbnakoH 1 NUCTOK-BKNaabILL B
KapToHHOW nadke. He meHee KapToHHOM nayke. He meHee
190 no3 Ha ¢hnakoH. 190 003 Ha chnakoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooTBeTcTBUM C HOpMaTUBHBIM | COOTBETCTBYET NpeanucaHHoOMY
[OKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHeHns Mpwn Temnepatype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years / 3 roga

Assessment: / 3aknoueHue 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) / MNapTua cooTeeTCTBYET Cneyudukaunam
HopmaTtusHoro gokymexTa JIM-000511-261017 (u3meHeHue Ne 1 ot
04.02.2019, nameHeHue Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /
Qdarta / noagnucb yNoNHOMOYEHHOro nuua: )0 At

P&G Health Austria GmbH & Co. OG (/ij%
Cl

Hoésslgasse 20 « 9800 Spittal an der Drau ¢ Austria htsform: Offene Gesellscha p
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




