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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANIU3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / Ne napruu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBWUH CEHCUTUB,

cnpen Ha3anbHbIA 4O3UPOBaHHbLIN, 11,25 Mkr/go3a

81724614
243010A

Manufacturing date (mm.yyyy): /

gara npouisoancrtsea !MM.ITIT!:

Expiry date (mm. 1l
Cpok rogHOCTH (MM.TTTT):

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

NpoussoauTenb B COOTBETCTBUU

c peructpauueit B Poccuu:

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

Parameter /| Mapametp

Specifications / Cneundukauum

Results / PeaynbTathbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3payvHbI UNK NOYTK
Npo3payHbIi, NOYTH GecuBETHbIA UK
cnerka XXenTbii pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochiroide / the chromatogram of tested solution is
NaeHTn4HOCTb required to correspond to the retention
OKCUMETa3oNunHa time of the main peak on the
rmapoxnopuga chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yaepxaHua OCHOBHOro Nuka Ha

XpomMaTtorpamme UCnbITyemMoro pacrsopa

AOMKHO COOTBETCTBOBaTbL BPEMEHU

yAepXaHusi OCHOBHOrO Nyka Ha

Xpomarorpamme aTanoHHOro pacrsopa

oKCUMETa30MnHa rnapoxnopuaa,

NOMy4YeHHOro NpY TeCTUPOBaHUU

MeToaa.
Relative density (d 20/20)/ [From 1.006 to 1.010/ 1.008 /1,008
OTHocutenbHas nnoTHocTb | 1,006-1,010
(d 20/20)
pH/pH From 5.6 t0 6.1 /5,6-6,1 59/5,9

Osmolality / OcmonsnbHocTb

From 270 to 330 mosmol/kg /
270-330 mocmonb/Kr

291 mosmol/kg

Extracted volume /
WN3Bnekaemblit o6em

Not less than declared /
He meHee 3afABneHHoro

conforms

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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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3UBWUH CEHCUTUB,
cnpeil Ha3anbHbIA [O3UPOBaHHbIN, 11,25 MKr/ano3a

SAP-Code: / Kog SAP: 81724614

Batch no.: / Ne naptuu: 243010A

Manufacturing date (mm.yyyy): /

Qara npoussogcTBa (MM.ITrT): 10.2021

Expiry date (mm. :

Cpok rogHocTu (MM.ITIT): 10.2024

Manufacturer according to the

registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoaguTenb B COOTBETCTBUM

¢ perucrtpauueit B Poccum: «®amap Xanc Kaa Cepsucus Magpup, C.A.Y.»
Parameter / lMapameTp Specifications / Cneuudukauum Results / Peaynbtatbl
Average dose and uniformity | Average dose 45 mg +15 %. 47.21 mg/ 47,21 mg
of delivered dose / CpeaHsasa | Uniformity of delivered dose:

A03a 1 0 4HOPOAHOCTb Average dose 1£25 %.

AocTtasnaemMoi 4o3b! Max. 2 from 10 doses > +25 % from

average dose mass

But always < +35 % from average dose
mass /

CpegnHnssa nosa 45 mr +15%.
OAHOPOAHOCTL fOCTaBNAEMON AO3bI:
cpeaHaa posa +25%.

Makxc. 2 u3 10 gos > +25% ot cpegHen
macchb! A03bl, HO Bceraa < +35% oT
cpegHei macchl f03bl

Quantity of doses per pack / | Not less than 190 doses per pack / conforms
Konuyectso 03 Ha ynakoBky | He meHee 190 403 Ha ynakosky
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/ <0,03%
PoacTeeHHble Nnpyumech Mpumeck A — He Gonee 2,0%

Impurity ZP-1 — NMT 1.5 % / <0.04%/ <0,04 %

Mpumecb ZP-1 — He Gonee 1,5%

Single unknown impurity —-NMT 1.0 %/ | <01%/ <0,1 %
OaunHouYHana HenaeHTUUUMPOBaHHaSA
npumeck — He 6onee 1,0%

Total impurities NMT 4.9 % / <01%/ <0,1%
Bcero npumeceii — He 6onee 4,9%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
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
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / Mpoaykt

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3WBWUH CEHCUTUB,

cnpen HasanbHbIW [O03UPOBaHHLIN, 11,25 Mkr/no3a

81724614
243010A

Manufacturing date (mm.yyyy): /

Oarta nponsBoacrBa (MM.Irrr):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.TTIT):
Manufacturer according to the

registration in Russia: /

10.2021

10.2024

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

l'lgousaogmenb B COOTBETCTBUU

€ peructpauuen B Poccum:

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

Parameter / Mapametp

Specifications / Cneundukauuu

Results / Pe3ynbrartbi

ObLee KoNUYECTBO APONOKEBLIX U
nnecHesbIX rpubos — He Gonee
10' KOE/mn

Microbial purity / TAMC - NMT 102 CFU/ml / OCFU/10 ml
Mukpobuonorudeckas ObLee konnyecTso asapobHbIx
yucToTa MUKpOOpraHu3moB — He Bonee

102 KOE/mn

TYMC — NMT 10" CFU/mI / 0CFU/10 ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — 0TCyTCTBUE B
1 mn

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0 ml/ 1,0 mi

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuectseHHoe coaepxanue | 11,25 mkr/nosa: 225-262,5 mkr/mn
OKCMMeTas3onunHa oKcuMeTasonuHa rugpoxnopuaa
rmapoxnopuaa

252.0 pg/ml/ 252,0 pg/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 / CEPTU®UKAT AHANIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /
HA3WBUH CEHCUTMUB,
cnpen HazanbHbIN 4O3UPOBaHHbIN, 11,25 mKr/ao3a

81724614
243010A

Manufacturing date (mm.yyyy): /

gaTa npoussoacrtsea ! MM.ITIT):

Expiry date (mm. |
Cpok roaHocTy (MM.rrir):

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

ﬂgousaogwrem_: B COOTBETCTBUU

c perucrpauueit B Poccuu:

«®amap Xanc Kaa Cepsucus Magpuag, C.AY.»

Parameter / NapameTtp

Specifications / Cneuudukauum

Results / PeaynbraTthl

Packaging / Ynakoska

Package / 10 ml in polyethylene
vial with a metering device and
with a protective polyethylene cap.
1 vial and a patient information
leaflet in a carton. At least 190

Package / 10 ml in polyethylene
vial with a metering device and with
a protective polyethylene cap. 1
vial and a patient information leaflet
in a carton. At least 190 doses per

doses per vial. /

10 mn B NONUITUNEHOBOM
dnakoHe ¢ fo3MpytoLLM
YCTPOACTBOM U 3aLUTHBIM
NONN3TUNEHOBBLIM KONMAYKOM.
1 donakoH ¥ NUCTOK-BKNAAbILL B
KapToHHOW nayke. He meHee
190 003 Ha hnakoH.

vial. /

10 Mn B NONN3TUNEHOBOM
cdnakoHe ¢ f03npyoLLUM
YCTPONCTBOM U 3aLLUTHBLIM
NOMU3TUNEHOBBIM KONNA4YKOM.
1 dnakoH n NUCToK-BKNaabILL B
KapTOHHOW nayke. He meHee
190 A03 Ha bNaKoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeETCTBUM C HOPMATUBHbLIM
DOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NPEANMCAHHOMY

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /
Mpu TemnepaTtype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHust

Assessment: /| 3aknoueHue

Date / Signature of Qualified Person: /
Qara / nognucb ynonHomMo4eHHOro nuua:

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

3 years / 3 roga

The batch complies with the specification according to ND JII-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTna cootseTcTBYET Cneymdukaumam

04.02.2019, nsmeHeHue Ne 2 ot 19.11
UNTEREG

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706



