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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3NBUH CEHCUTMUB,

cnpei HaszanbHbLIN 4O3MPOBaHHbLIN, 22,5 MKr/go3a

81725406
273810A

Manufacturing date (mm.yyyy): /

gaTa nponssofcrtea 1MM.I'I'I'I'!I

Expiry date (mm. il
Cpok rogHOCTH (MM.IFIT):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

I'Ipousaogwrenb_s COOTBEeTCTBUN

c perucTpauueit 8 Poccuu:

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

Parameter / [NapameTp

Specifications / Cneumdukaumm

Results / Pe3ynbTaTthbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbii unu nouTu
npo3padHbIi, NouTy GecuseTHbIN NN
cnerka >XenTbl pacTeop.

conforms

Identification Oxymetazoline
hydrochlroide /
NpeHTUYHOCTL
oKCcMMeTasonuHa
rmapoxnopuaa

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
yAEp)XKaHUA OCHOBHOrO NUKa Ha
XpomaTorpamMmme UCnbITYeMoro pactsopa
AOMKHO COOTBETCTBOBATL BPEMEHU
yAep)XKaHWA OCHOBHOIO NUKa Ha
XpomaTorpaMmme 3TasrioHHOro pacteopa
OKCUMETa3oNuHa rmapoxsiopunaa,
nony4eHHoro Npu TeCTUpoBaHuM MeToga.

conforms

Relative density (d 20/20) / |{From 1.006 to 1.010/ 1.007 / 1,007
OTtHocuTenbHaa nnoTtHocTe | 1,006 - 1,010

(d 20/20)

pH/pH From5.6t06.1/5,6 - 6,1 5.9/59
Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg
OcmMonaAnNbHOCTL 270 - 330 mocmonb/kr

Extracted volume /
MN3snekaemblih 00beM

Not less than declared /
He meHee 3aaBNEeHHOro

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
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3WBWUH CEHCUTUB,

cnpen HasanbHbIA QO3UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
273810A

Manufacturing date (mm.yyyy): /

gaTa npousBoacrea ‘MM.I'I'IT!:

Expiry date (mm. 1l
Cpok rogHoCcTu (MM.ITrr):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

Hgouseogmenb B COOTBETCTBUU

C perucTpaumeii B Poccuu;

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

Parameter / MapameTp

Specifications / Cneundukauuu

Results / PesynbTarbl

Average dose and
uniformity of delivered dose
/ CpepHsas no3a v
OAHOPOAHOCTb
AocTtasnsemori Ao3bl

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 /

CpenHsas pnosa 45 mr £+15%.
OaHopoaHoOCTL AO0CTaBNSAEMON A03bI:
cpeaHsna fosa +25%.

Makc. 2 u3 10 po3 > £25% oT cpeaHen
Maccobl 403bl, HO Bceraa < £35% ot
cpeaHein maccbl 403bl

51.52 mg /51,52 mg

Quantity of doses per pack /
Konuuyectso 403 Ha
yNaKoBKy

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

conforms

Relative impurities /
PoacTeeHHble npumeck

Impurity A — NMT 2.0 % /
Mpumeck A — He 6onee 2,0%

<0.03%/ <0,03%

Impurity ZP-1 —=NMT 1.5 %/
Mpumecb ZP-1 — He Gonee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OavnHovHasa HeugeHTUdUUMpoBaHHas
npumech — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%

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
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy):

NASIVIN SENSITIVE

Nasal metered spray 22,5 uyg/dose /

HA3SUBUH CEHCUTUB,

cnpen HasanbHbIW 4O3UPOBaHHbIN, 22,5 MKr/n03a

81725406
273810A
/

gaTa npou3soncTea ! MM. I'ITI'!:

Expiry date (mm. 2l
Cpok rogHocTH {(MM.IIrT):

Manufacturer according to the

registration in Russia: /

11.2022

11.2025

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

MpoussoaguTenL B COOTBETCTBUMN

C peructpauueii B Poccum:

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

Parameter / MNapameTtp

Specifications / Cneuudukaumu

Results / PeaynbTarthbl

Microbial purity /
MukpobBuonoruyeckas YicroTa

TAMC — NMT 10?2 CFU/ml / 0 CFU/10 mi
O6uee konuyecTso a3pobHbIX

MUKpPOOpraHu3moB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/mI / 0 CFU/10 ml

Obwee KONMUECTBO APOAOKEBLIX W
nnecHeBbix rpnbos — He Bonee
10" KOE/mn

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — oTcyTcTeue 8 1 mn

Absent in 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuecteeHHoe coaepxanue | 22,5 mkr/nosa: 450-525 mkr/mn
OKCMMeTa3onuHa oKcuMeTa30MnHa rnapoxnopuaa
rmapoxnopvaa

485 pg/ml/ 485 ug/ml

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 / CEPTU®UKAT AHATTU3A

Product: / MpoAaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTUB,

cnpen Ha3anbHbLIN 4O3NPOBaHHbINW, 22,5 MKr/ao03a

81725406
273810A

Manufacturing date (mm.yyyy): /

gaTa npouisoncTsea ‘MM.ITIT!:

Expiry date (mm. 1
Cpok roaHocTH (MM.ITTT):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoguTenb B COOTBETCTBUU

¢ pernctpauunein B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundpukauumn

Results / PesynbTarthbl

Packaging / YnakoBka

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 vial. /

10 MmN B NONUITUNEHOBOM
cdhnakoHe ¢ A03UpPYIOLLINM
YCTPONCTBOM U 3aLUTHBLIM
NOMNU3TUNEHOBbIM KOSINA4YKOM.

1 pnakoH 1 NUCTOK-BKNaAbILL B
KapTOHHOW nauke. He meHee
190 03 Ha cnakoH.

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 vial. /

10 MmN B NONM3TUNEHOBOM
cdnakoHe ¢ Ao3upyowum
YyCTPOWNCTBOM W 3aLLMTHBIM
NONNU3TUNEHOBLIM KONTNAYKOM.

1 conakoH B nauke. He meHee
190 no3 Ha dnaxoH.

Labeling / Mapkupogka

In accordance with ND /
B cooTBETCTBMM C HOPMATUBHBLIM
DOKYMEHTOM

Complies as prescribed /
CooTBeTtcTBYET NpeanucaHHoOMy

Storage conditions /
Ycnosus XpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30°C.

Sheilf-life / Cpok xpaHeHus

3 years/ 3 ropa

Assessment: / 3aknoyeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND J111-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from

19.11.2019) / MapTna cooTserCT
HopMmaTUBHOro AokymeHTa JIl-
04.02.2019, nameHeHune Ne 2 o

gaTa / noannMchL ynonHOMoYeHHOro nuua.

ByeT cneundukaumam

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




SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20
SPITTAL A.D. DRAU AUSTRIA &

Certificate of Compliance

Brand Name:

NASIVIN

Product Description: Batch Number: Package Size:
NASIVIN SENSITIVE 0,05% 273810A 10 ML
Importing Country: Dosage Form: Package Type:
RU Nasal spray metered PE bottle +

dropper bump

Strength/Potency:
22.5 mcg/dose

Brand Code: Contractor Item No:
81725406 81725406

Date of Manufacturing: Expiration Date:
17.11.2022 11.2025

Lot Quantity: Unit of Measure:
39.010 IT

Marketing Authorization No: Inspection Lot No:
JIll-000511 N/A

Manufacturing Site:
Famar, Alcorcon, Spain

Manufacturing License 6481E
GMP certificate number ES/083HV1/21

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hésslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number; 480021

GMP certificate number: INS-480021-0045-009

Packaging Site:

Famar, Alcorcon, Spain
Manufacturing License 6481E
GMP certificate number ES/083HV1/21

Certification Statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufacturered, including
packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation. The batch processing, packaging and analyses records were
reviewed and found to be in compliance with GMP.

Comments:
N/A

Usage Decision Code:
Inspection Lot is released: yes O no

Signed by: Thomas Unteregger
Reason: gepruet & h / resdsuwed & approved » S
Date & Time: 22 Dec 2022 17:10:36 +01:00

Signature / Name of Qualified Person: Date

(O Dr. Barbara Unterlerchner [X] Mag. DI Thomas Unteregger



