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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWUH CEHCUTUB,

cnpei HasanbHbIW 4O3UPOBaHHLIN, 22,5 MKr/no3a

300028332
236500A

Manufacturing date (mm.yyyy): /

gara Npou3BoACTBa (MM.ITT! l'!:

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

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

Mpoussogurens B COOTBETCTBUM

¢ perucrpaumneu B8 Poccuu:

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

Parameter / Napametp Specifications / Cneyudukauwu Results / Peaynbratbi
Description / Onucanue Transparent or nearly transparent, from conforms

almost colorless to slightly yellow

solution. / Mpo3spauHbiit unu noutn

NPo3payHblit, NOYTH GecUBETHLIA UNn

cnerka XenTblil pacTsop.
Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochiroide / chromatogram of tested solution is
NaeHTuyHOCTL required to correspond to the retention time
oKcumeTasonuHa of the main peak on the chromatogram of
rmapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep)XaHUs OCHOBHOrO Nuka Ha

XpoMmarorpamme UCnbITYyeMoro pactsopa

AOMKHO COOTBETCTBOBATL BPEMEHU

yAepXXaHWs OCHOBHOro Nuka Ha

Xpomartorpamme 3TanoHHOro pacrsopa

OKCUMEeTa3onuHa rmapoxnopuaa,

NonyYeHHoro Npy TECTUPOBaHUK 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 to 6,1/ 5,6—6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 291 mosmol/kg
OcMOnNsNLHOCTL 270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
asnekaembivi o6bem He meHee 3asBneHHoro

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 / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpei HasanbHbIW AO3UPOBaHHbLIN, 22,5 MKr/ao3a

300028332
236500A

Manufacturing date (mm.yyyy): /

gaTa npoussoncrBa !MM.I"ITI'[Z

Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.IrrT):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

rlp_ouaaom'rem. B COOTBEeTCTBUN

¢ peructpauueii B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukaumumu

Results / Peaynstarbl

Average dose and
uniformity of delivered dose
/ CpenHsis nosa u
OAHOPOAHOCTL
A0CTaBNseMon [03bl

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 /

CpeaHnan aosa 45 mr £15%.
OpHOpOAHOCTL AOCTaBNAEMO A03bI:
cpeaHas nosa £25%.

Makc. 2 u3 10 Ro3 > +25% ot cpegHen
Macchl 403bl, HO Bcerpa < £35% oT
cpeaHed macchl 403b!

4722 mg/ 47,22 mg

Quantity of doses per pack /
KonuuecTtso po3 Ha
nakoBKy

Not less than 190 doses per pack /
He meHee 190 f03 Ha ynakoBky

conforms

Relative impurities /
PoacTeeHHble npumecu

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

0.0%/ 0,0%

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

0.0%/ 00%

Single unknown impurity — NMT 1,0 % /
OauvHouHan HengeHTUUUMPOBaHHasn
npumecs — He 6onee 1,0%

0.1%/ 0,1%

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

01%/ 0,1%

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 AHAIU3A

Product: / MpogykT

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

Manufacturing date (mm.yyyy): /
Oara npoussoncrea (Mm.rrrr):
Expiry date (mm.yyyy): /

Cpoxk rogHocTu (MMm.rrrr):

Manufacturer according to the
registration in Russia: /

ﬂgouaaogm'enb B COOTBETCTBUMU
€ peructpauven B Poccum:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UWBUH CEHCUTUB,

cnpei HasanbHbIN AO3UPOBaHHLIN, 22,5 MKr/go3a

300028332
236500A

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

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

Parameter / Mapamerp Specifications / Cneundukauum Results / Pesynbtatbi

Microbial purity / TAMC - NMT 102 CFU/m!1/ 0 CFU/10 ml
Mukpobuonoruueckas uuctota | ObLyee konu4ecTeo aspobHbIX
MUKpoopraHuamos — He Gonee
102 KOE/mn

TYMC — NMT 10' CFU/mI / 0 CFU/10 mi
Obujee konu4ecTso APONOKEBLIX U
nnecHeesIx rpuéos — He Gonee
10' KOE/mn

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

Staphylococcus aureus — Absent in 1.0 ml/ 1,0 ml
absence/ml / Staphylococcus
aureus — oTcyTCTBUE B 1 MN

Assay Oxymetazoline 22,5 pg / dose: 450 — 525 ug of 505.0 pg/mt/ 505,0 pg/mi
hydrochloride / oxymetazoline hydrochloride / mi /

KonuuectsenHoe conepxanve | 22,5 mkr/nosa: 450-525 mkr/mn

oKcumeTasonuHa OKCMMETa30nNuHa ruapoxnopuaa

rwgpoxnopuga

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
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 / CEPTUDUKAT AHANU3A
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Product: / Mpoaykr NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbLI AO3UPOBaHHLIN, 22,5 MKr/a03a
SAP-Code: / Kog SAP: 300028332
Batch no.: / Ne naptum: 236500A

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

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.IrrT): 06.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
(lpoussoauTenL B COOTBETCTBUM
€ peructpauven B Poccuu: «®amap Xanc Kaa Cepucus Maapug, C.A.Y.»
Parameter / Mapamerp | Specifications / Cneuudukauuu | Results / Pesynbrarsbi
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 mMn 8 nonNuaTUNEeHoBOM 10 Mn B nonnaTuneHosom
thnakoHe C A03UPYIOLLUM ¢nakoHe ¢ A03UpyOLIUM
YCTPOWACTBOM U 3aLUTHBIM YCTPOWCTBOM U 3aLUTHbLIM
NOMN3TUNEHOBLIM KOMNaYKOM. MONU3TUNEHOBBLIM KONNa4Kom,
1 bnakoH U NUCTOK-BKNaAbILL B 1 cbnakoH B nauke. He mexee
KapToHHOW nayke. He meHee 190 ao3 Ha dnakoH.
190 03 Ha nakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooteetcTeum ¢ HopmaTusHbIM | COOTBETCTBYET NpeancaHHOMY
O OKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosusa xpaHeHus Mpu Temneparype He Bbiwe 30°C.
Shelf-life / Cpok xpaHenus | 3 years / 3 roaa

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND Nf-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cooTBeTCTBYET CneuudMKa

Date / Signature of Qualified Person: / 2 7 JUL
dara/ noannch ynonHoMo4eHHOro fiua:

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. ATU43740708



