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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTMUB,

cnpen HasanbHbI 4O3UPOBaHHLIN, 22,5 MKr/no3a

300028332
236140A

Manufacturing date (mm.yyyy): /

Qdara npousBoAcTsa (MM.rrrr):

Expiry date (mm. )

Cpok rogHocTu (MM.rrrr):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

ngouaaogurem. B COOTBETCTBUM

C perucrtpatueit B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukayum

Results / PesynbTrarsi

Description / Onucauve

Transparent or nearly transparent, from
almost colorless to slightly yeliow
solution. / Mpo3payHbiit unn nouTk
npo3payHblil, NouTU BecuseTHbIA UNK
cnerka >XenTbiil pacTeop.

conforms

Identification Oxymetazoline
hydrochiroide /
NaeHTnyHoCTD
OKCUMEeTa3onuHa
rwapoxnopuaa

The retention time of the main peak on the
chromatogram of tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAepXaHUa 0CHOBHOTO NuKa Ha
XpoMaTtorpaMme UCNLITYeMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHU
yAepXaHna 0OCHOBHOrO Nvka Ha
XpomartorpaMmme 3TanoHHOro pacTesopa
OKCUMETa30nuHa Fruapoxnopuaa,
nonyyYeHHoro Npy TeCTUPOBaHWM MeToAa.

conforms

3BnekaeMbiit o6bem

He meHee 3aasneHHoro

Relative density (d 20/20)/ |From 1,006 to 1,010/ 1.008 / 1,008
OTHocutenbHas nnoTHocTs | 1,006-1,010

(d 20/20)

pH/ pH From 5,6 to 6,1/ 5,6-6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 290 mosmol/kg
OcmonanbHOCTL 270-330 mocmonb/Kr

Extracted volume / Not less than declared / conforms

P&G Health Austria GmbH & Co. OG

Hossigasse 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 / CEPTUOUKAT AHAINU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pug/dose /

HA3WBUH CEHCUTUB,

cnpeil HazanbHbI AO3MPOBaHHLIN, 22,5 Mkr/ao3a

300028332
236140A

Manufacturing date (mm.yyyy): /

Oara Npou3BOACTBA (MM.rrrr):

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

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

nQOM3BOEVITeIlb B COOTBETCTBUN

€ perucrpauuen B Poccuu:

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

Parameter / Mapamertp

Specifications / Cneunduxauuu

Results / Pesynbrars!

Average dose and
uniformity of delivered dose
/ CpepHsas nosa u
OAHOPOAHOCTL
ROCTaBnsemMon Ao3bl

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 /

CpeaHsa nosa 45 mr +15%.
OAHOPOAHOCTL AOCTaBNAEMOIA A03b:
cpeaHan aosa +25%.

Makc. 2 n3 10 no3 > +25% ot cpeaHen
Macchl A03bl, HO Bceraa s +35% or
cpeaHen Macchl 403bl

46.56 mg / 46,56 mg

Quantity of doses per pack /
KonuuecTteo 403 Ha
ynakosKy

Not less than 190 doses per pack /
He meree 190 003 Ha ynakosky

conforms

Relative impurities /
PoacraeHHble npumecu

Impurity A -~ NMT 2,0 % /
Mpumecs A — He 6onee 2,0%

0.0%/ 0,0%

Impurity ZP-1 -~ NMT 1,5 % /
Mpumecs ZP-1 — He Gonee 1,5%

0.0%/ 0,0%

Single unknown impurity — NMT 1,0 % /
OpvHoYHas HeupeHTUUUMPOBaHHaNA
npumecsh — He 6onee 1,0%

01%/01%

Total impurities NMT4,9 % /
Bcero npumeceit — He 6onee 4,9%

01%/ 01%

P&G Health Austria GmbH & Co. OG

Hdsslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoAaykT

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

Manufacturing date (mm.yyyy): /
Qara npoussoacrsea (MM.rrrT):
Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.ITIT):

Manufacturer according to the
registration in Russia: /

MpoussoauTensL B COOTBETCTBUM
¢ perucrpaumen 8 Poccuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UWBWUH CEHCUTUB,

cnpei HasanbHbIil 4O3MPOBaHHbLINA, 22,5 MKr/ao3a

300028332
236140A

06.2021
06.2024
Famar Health Care Services Madrid, S.A.U./

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

Parameter / MapameTp Specifications / Cneyuduxkayun Results / PesynbTathbl

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
MukpoGuonoruyeckas yncrota | O6wee KONMUECTBO a3poBHbIX
MWKpOOpraHn3amos — He 6onee
102 KOE/mn

TYMC - NMT 10" CFU/mI / 0 CFU/10 ml
Obuee konU4eCTBO APONOKEBbLIX U
nnecHesbIX rpubos — He Gonee
10' KOE/mn

Pseudomonas aeruginosa — Absentin 1.0 mi/ 1,0 ml
absence/ml / Pseudomonas
aeruginosa — otcytcreue B 1 Mn

Staphylococcus aureus — Absentin 1.0mli/1,0 ml
absence/ml / Staphylococcus
aureus — oTcyTcTBME B 1 MN

Assay Oxymetazoline 22,5 pg / dose: 450 — 525 ug of 498.0 pg/ml / 498,0 pug/ml
hydrochloride / oxymetazoline hydrochloride / ml /

KonuuectseHHoe cogepxanue |22,5 Mkr/inosa: 450~525 mxr/mn

OKCUMETa3oNuHa oKCMMEeTasonuHa ruapoxnopuaa

rmapoxnopvaa

P&G Health Austria GmbH & Co. OG

Héosslgasse 20 * 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)

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

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpeil Ha3anbHbI A03UPOBaHHbLIN, 22,5 MKr/no3a

SAP-Code: / Kon SAP: 300028332
Batch no.: / Ne napyuu: 236140A

Manufacturing date (mm.yyyy): /
dara npoussoacrea (MMm.rrrr): 06.2021

Expiry date (mm. il
Cpok rogHocTy (Mm.rrrr): 06.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpoussoautens B COOTBETCTBUYN
¢ perucrpauuein B Poccuu: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / lMapametp | Specifications / Cneundukauuu | Results / Pesynbrars!
Packaging / Ynakoska Package / 10 ml in polyethylene | Package / 10 ml in polyethylene
vial with a metering device and vial with a metering device and
with a protective polyethylene with a protective polyethylene cap.
cap. 1 vial and a patient 1 vial and a patient information
information leaflet in a carton. At |leaflet in a carton. At least 190
least 190 doses per vial. / doses per vial. /
10 Mn B NOAN3TUNEHOBOM 10 Mn B NONU3TUNEHOBOM
¢nakoHe ¢ [03upyIOWUM cnakoHe ¢ RO3NPYIOLUM
YCTPOWCTBOM 1 3aWUTHBIM YCTPONCTBOM U 3aLUTHLIM
NOMUITUNEHOBLIM KONNa4YKOM. NOMNITUNEHOBLIM KOMMNAYKOM.
1 chnakoH u NUCTOK-BKNaAbILL B 1 conakoH B nauke. He meHee
KapToHHO nayke. He meHee 190 no3 Ha nakoH.
190 ao3 Ha hnakoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooteeTcTBUM C HopmaTHBHEIM | COOTBETCTBYET NpeAnUcaHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHeHus Mpu Temnepartype He sbiwe 30°C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 ropa

Assessment: / 3aknioueHue: The batch complies with the specification according to ND /M-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTus cooTeeTCTBYET CNEYUdUKaLMAM
HopmaTusHoro aokymenta JIM-000511- S

Date / Signature of Qualified Person: /
Qdara / noanuchL ynonHoMoueHHOro nuua: '2 7))

P&G Health Austria GmbH & Co. OG

Hossigasse 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



