FAMAR

Certificate of Conformity

05503227 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW2

Customer material code: 80781183

Batch: 326830A

Date of manufacture: 05.07.2024

API Batches used

Marketing Auth. N°.: JIII-000511
Quantity released: 38.240 UN
Expiry Date: 06.2027

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2400609 23212090 SIEGFRIED PHARMACHEM DE
IKALIEN MINDEN GmBH
TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE OF SOLUTION CLARITY Solution should be transparent or not Conforms

more opalescent than reference suspension
|

APPEARANCE OF SOLUTION COLOR Not more colored than reference Conforms
solution Y7

RELATIVE DENSITY d 20/20 1,006 - 1,010 1,008

PH 5,6-6,1 59

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 228

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75mg 46,01 mg

INTRAVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0

INTRAVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 295

FILLING VOLUME Min. 10 mi 12

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 475 - 525 pg/ml 507

HYDROLISIS PRODUCT <= 0,5% related to the content of 0.0 %
Oxymethazoline hydrochloride

ZP-1 <= 0,5% related to the content of 0,0%
Oxymethazoline hydrochloride

LARGEST UNIDENTIFIED DEGRADATION PRODUCT <= 0,1% related to the content of 0,0 %
Oxymethazoline hydrochloride

TOTAL DEGRADATION PRODUCTS <=1,2% 00%

CONTAMINATION TOTAL AEROBIC (TAMC) <=10"2 CFU/mI 2

Microbial Contamination FUNGI (TYMC) <= 10" CFU/ml 0

PSEUDOMONA AERUGINOSA IN 1 ML Absence/mi Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/mi Absence

STERILITY TEST Complies Conforms

Deviations: NO [¥] YES [ ] Ifsignificant deviations (which may have an impact on the quality of product).

Description o he event:
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Manufacturing License 6481E / GMP Certificate Number ES/083HVI/21



FAMAR

Certificate of Conformity
05503227 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW2

Customer material code: 80781183 Marketing Auth. N°.: JIII-000511
Batch: 326830A Quantity released: 38.240 UN
Date of manufacture: 05.07.2024 Expiry Date: 06.2027

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2400609 23212090 SIEGFRIED PHARMACHEM DE
IKALIEN MINDEN GmBH
PNT:

This product has been analized by SOP: WIN-0000677 / WIN-0009323

Certification statement:
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the MSM
product data sheet 80781183, with the GMP requirements of the EU and (when within the EU) with the requirements of the Marketing
Authorization(s) of the destination country/countries.

Released by: Signature:
(Qualified person)
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Manufacturing License 6481E / GMP Certificate Number ES/083HVI1/21



Page 1 of 5/ Ctpanmua 1 u3 5

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAIIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 uyg/dose /

HA3NBUH® CEHCUTUB,

cnpen HasanbHbIA 4O3UPOBaHHbLIN, 22,5 MKI/go3a

05503227
326830A

Manufacturing date (mm.yyyy): /

Qara npou3soacTBa (MM.ITrT):

07.2024

Expiry date (mm.yyyy): /

Cpok ronHoCcTn (MM.rrrr):

06.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUMU

Cc peructpaumnen B Poccuu:

«®amap Xanc Kea Cepsucesz Maopug, C.A.Y.»

Parameter / Mapametp

Specifications / Cneundukaumm

Results / PeayneTaThl

Identification
Oxymetazoline
hydrochloride /
MognnHHOCTL
OkcumeTasonuvHa
rmapoxnopug

The retention time of the main peak on the
chromatogram of the tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpemst
YASPXUBAHUS OCHOBHOIO NWKa Ha
XpomMaTorpamme UCnbiTyeMoro pactsopa
OOMKHO COOTBETCTBOBATL BPEMEHM
YAEPXXMBaHWA OCHOBHOTO NWKa Ha
Xpomarorpamme CTaHAapTHOro pacteopa
OKCMMETAa30nuHa rapoxXIopuaa,
NonNy4YeHHOW NPV KONUYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCcTBYET

Clarity / NpospayHocTb,

The product should be not more opalescent
than reference suspension I. /
OnanecueHuus npenaparta He 40MKHa
npeBbIlWaTh onanecuyeHLUmMio aTanoHa
cpaBHeHUs |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
JomkeH 6bITb OkpalLeH He bonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTenbHas nnotHocTs | OT 1,006 Ao 1,010

(d 20/20)

pH / pH From 5.6to 6.1 /0T 5,6 4o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg / 295
OcmonsanbHOCTb Ot 270 po 330 mOcmonb/kr MOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

Product: / lNpoavkr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /

HA3SMBUH® CEHCUTUB,

cnpei Ha3anbHbIA 4O3MPOBaHHbLINU, 22,5 MKr/Ao3a

05503227
326830A

Manufacturing date (mm.yyyy): /

OaTta npou3soacTBa (MM.rrrr):

07.2024

Expiry date (mm.yyyy): /
Cpok rogHOCTH (MM.TITTT):

06.2027

Manufacturer according to the

registration in Russia: /

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

MpouasoauTenb B COOTBETCTBUM

c peructpauuei B Poccuu:

«®Pamap Xanc Kea CepBuces Maagpug, C.A.Y.»

Parameter / Mapametp

Specifications / Cneundunkauum

Results / PesynbTaThl

Mean dose weight and
uniformity of dose weight /
CpenHas macca Ao3bl n
OAHOPOAHOCTL Maccehl
[03bl

Mean dose weight: 45 mg +15 %.
Uniformity of dose weight: must

comply.CpegHsis macca gosbl: 45 mr + 15 %.

OpaHopoAHOCTL Macchl 4O3bl: AOMKHA
COOTBETCTBOBATD.

46.01 mg/46.01 mr

conforms / cooTBeTCTBYET

rpnbos — He Gonee 10" KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTBeHHbIe npymecu % / Mpumeck A (npoayKT ruaponusa) — He
Gonee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHUYHasa HeuaeHTUOULMpPOBaHHAN
npumechb — He Gonee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumeceli — He bonee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml / 2 CFU/ml/
Mukpoburonornyeckas O6wee 4ncno asapobHbix DakTepuii — He 2 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC - NMT 10" CFU/ml / 0 CFU/mi/
ObLwee 4Mcno OpoXCKEBDLIX U NNECHEBbLIX 0 KOE/mn

Pseudomonas aeruginosa — absence/ml /

OtcytcTBre Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/
OTtcytcTByeT B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OTcyreraue Staphylococcus aureus/mn.

Absentin 1.0 ml/
OTvcyTtcteyeT B 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHAITU3A

Product: / [Ipoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 pg/dose /

HASUBUH® CEHCUTUB,
cnpen Ha3anbHbIN 4O3UPOBaAHHbLIN, 22,5 MKr/ao3a
SAP-Code: / Koa SAP: 05503227
Batch no.: / Ne napTtuu: 326830A
Manufacturing date (mm.yyyy): /
Qara npoussogcTea (MM.Irrr): 07.2024
Expiry date (mm.yyyy): /
CpoK roaHoCcTH (MM.rTTT): 06.2027

Manufacturer according to the

registration in Russia: /

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

lMpousBoauTenL B COOTBETCTBMU

c perucrtpauvei B Poccuu:

«®amap Xanc Kea CepBuces Magpug, C.A.Y.»

Assay
Oxymetazoline
hydrochloride /
KonunyecTtseHHOe
onpegeneHve
OkcumeTasonnHa
rmapoxnopug

450 — 525 ug of oxymetazoline 507 pg/ml / 507 mkr/mn
hydrochloride/ml. /
450 - 525 MKr okcumeTasonnHa
ruapoxnopuga/mn.
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 pg/dose /
HA3MBUH® CEHCUTUB,
crpen HasanbHbi 4O3UPOBaHHbLIN, 22,5 MKr/Qo3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 326830A
Manufacturing date (mm.yyyy): /
Hata npoussogcTea (MM.rrrr): 07.2024
Expiry date (mm.yyyy): /
CpoK roaHoCcTH (MM.ITTT): 06.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
[Mpou3BoauTEnt B COOTBETCTBUMU
€ perucrtpauuen B Poccuu: «®amap Xanc Kea CepBuces Magpug, C.A.Y.»
Parameter / Napametp | Specifications / Cneuundukaumnm | Results / PesynbraTthl
Packaging / Ynakoska Per 10 ml into a bottle of high- Per 10 ml into a bottle of high-
density polyethylene with dosage |density polyethylene with dosage
device and protective cap of high- | device and protective cap of high-
density polyethylene. density polyethylene.
1 bottle enclosed with leaflet into | 1 bottle enclosed with leaflet into
carton box. / carton box. /
Mo 10 mn npenapata Bo cnakoH |[lMo 10 mn npenapaTa Bo NakoH
13 NONN3TUNEHA BbICOKOM U3 NONMUITUIEHa BbICOKON
NSIOTHOCTU C A03UPYHOLLMM NIOTHOCTM C [O3MPYIOLLVIM
YCTPOWCTBOM U C 3aLLNTHON YCTPOWCTBOM U C 3aLLUTHON
KPbILLKOW 13 NOnuaTuneHa KPbILLKOM U3 NONMaTuneHa
BbICOKOW MITOTHOCTW. BbICOKOW NSIOTHOCTK.
Mo 1 dnakoHy BmecTe C Mo 1 donakoHy BMmecTe €
WHCTPYKUMENR MO NPUMEHEHUIO B | MIHCTPYKUMERA N0 NPUMEHEHNIO B
nayky KapTOHHYIO. NayKy KapTOHHY!O.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cootsetcTBUM € HopMaTuBHol | CooTBETCTBYET NpeanncaHHoMy
OOKYMEHTauunen.
Storage conditions / At the temperature not more than 25°C. /
Ycnosus xpaHeHus Mpn Temnepatype He Bbiwe 25 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 rona




CERTIFICATE

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Hara npousBoncTBa (MM.ITrr):

Expiry date (mm.yyyy): /
CpoOK rogHOCTH (MM.rrrT):

Manufacturer according to the
registration in Russia: /
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OF ANALYSIS / CEPTU®UKAT AHATTU3A

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3UBUH® CEHCUTUB,

cnpen HasanbHbIA A03MPOBaHHbIN, 22,5 MKr/no3a

05503227
326830A

07.2024
06.2027

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

I'Igouaso,gmenb B COOTBETCTBUU

c perucTtpauuei B Poccum:

«®amap Xanc Kea Cepeuces Magpua, C.A.Y.»

API name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npounzsogutens A®C: 232412090
FP Manufacturer API Batch number / 2400609

Homep cepuu cy6ecTaHuun nponssogutens Mé:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /
Mpouzeogautens APC, cTpaHa: 3urcdpua PapmaXemukanueH MuHaen MmoX,
epmaHus

Assessment: /| 3aknioueHue:

The batch complies with the specification according to ND JIM-
000511-211022 amendement Ne1 from 03.11.2023 / MNapTus
COOTBETCTBYET cneumpmrkaymam HopmaTueHoro gokymenta Jin-
000511-211022 n3m. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: / N4 Ave ZotH / /

Qara / nognucb YyNonHOMOYEHHOro nuua:

Z_u,é'g LA M Yce /op

FAMAR FAn AL nad Ao

Health Care Services

Avda. Le

ganés, 62

28923 Alcorcdn, Madrid, Spair







