SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TrOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBuHe® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KOL MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45119
MANUFACTURE DATE: / IATA U3rOTOBINEHWUA: 09/2024 C.A/ CEPTU®UKAT AHAJTU3A: 4620/24
ANALYTICAL PROC. N°: / TPOTOKON AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbBIM ICTOYHUK METOOOB AHAINMMU3A: Normative documentation / HopmaTtneHas
AokymenTauns [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOQ, NPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHUWUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLIUU:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOU CYBCTAHLIMKM NPOU3BOAUTENA
Mo: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHHWE NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemmkanueH MunaeH MubX

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYBCTAHLUUWWU: Germany / F'epmaHus

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneuundonkauuu PesynbTtatht
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNMpo3payHbii
WX  NOYTM MpO3payHbli  pacTBop OT MOYTU
6ecuseTHoro fo cnabo-xenToro useTa.

Complies / CooTBeTCTBYET

Identity/ MognuHHocTb Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yOepXWBaHWS OCHOBHOrO TMMKa Ha
XpoMaTorpamme UCMbITYeMoro pacTsopa A0MKHO | Complies / CootBeTCTBYyeT
COOTBETCTBOBATL BpEMeHU yaepXusaHus

OCHOBHOTO nvka Ha XpomaTorpamme
CTaHAapTHOToO pacTtBopa OKCUMETa30MnHa
rmapoxmopuaa, nony4YeHHoOM npu

Konn4yecTBeHHOM onpeneneHnn.

Benzalkonium chloride / BeHszankoHus Retention time of the main peak in the
xnopua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yaepxumsasus OCHOBHOro nuka Ha XpomMmaTtorpamme Complies / COOTBeTCTByeT
UCNbITYEMOrO pacTBopa A0IHKHO COOTBETCTBOBATb
BPEMEHU YAEPXMBaHWSA OCHOBHOTO MWKa Ha
Xpomartorpamme CcTaHaapTHOro pacTtsopa
OeH3ankoHUsa  xsiopuaa,  MONYYEHHOW  npu
KOMUYECTBEHHOM ONpeAEreHnn.

Clarity / Mpo3pa4yHocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHums Complies / CooTeeTcTayeT

npenaparta He OOImKHa npeebIWaTb
onanecueHUMio aTanoHa cpasBHeHust |/Boabl
OYMLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOI'O NMPOAOYKTA

PRODUCT / MIPOOYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHble 0,025% Poccusn /

ARTICLE CODE / BHYTPEHHUI KOO NPORYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45119

MANUFACTURE DATE: / ATA U3rOTOBJIEHWUA: 09/2024

C.A | CEPTUDUKAT AHATNU3A: 4620/24

ANALYTICAL PROC. N°: / TPOTOKOI AHAJIU3A Ne: SRAS-9WACRV.2

EXP. / CPOK FOQHOCTH: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHAINWU3A: Normative documentation / Hopmatusnas

aokymenTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOf NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUMECKOW CYECTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumetazonuna rugpoxnopua, MHH: OkcumeTtaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPU NPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLIUN:

23202119

FP MANUFACTURER AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWN CYECTAHLUUU NPOU3BOAUTENA

rNo: 24010263

API MANUFACTURER NAME /

HAMMEHOBAHME NMPOU3BOAUTENA ®APMALIEBTUYECKON CYECTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanmed MuHaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIMU: Germany / FepmaHus

TESTS
Moka3atenu

SPECIFICATIONS
Cneundpukaummn

RESULTS
Pe3ynbTaThl

Color/ LiBeTHOCTB

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH 6biTb
fecyBeTHbIM WIN BblAepXWBaTb CpPaBHEHUE ¢
3TanoHoM Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010/ OT 1,006 a0 1,010

nnoTtHocTk (d 20/20) 1.008
pH From5.5t06.5/01557006,5
5.9
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmol/kg / Ot 270 ao 330
mOcmonb/Kr
279
Relative impurities / PoacTtBeHHble npumecu
Impurity A (hydrolysis product) / lNpumecs A Not more than 0.5 % / He 6onee 0,5 % <D
(npoaykT ruaponusa)
Impurity ZP-1 / MNpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHuyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTUbUUMpPOoBaHHas NPUMeCh
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyectBeHHoe onpegerneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pug/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopug hydrochloride/ OT 237,5 go 262,5 mkr/mn 248.3
oKCcMMeTaszonuHa rngpoxnopuaa. )
Benzalkonium chloride / Benaankonus xnopna From 45 to 55 ug/mL of benzalkonium chloride/ Ot
45 no 55 mkr/mn 6eH3ankoHusa xnopuaa 47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia/ HasuBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KO MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45119
MANUFACTURE DATE: /| OATA U3IrOTOBJTEHUA: 09/2024 C.A /| CEPTU®UKAT AHAJITU3A: 4620/24
ANALYTICAL PROC. N°: / MTPOTOKOJT AHAIN3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTMW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAJM3A: Normative documentation / HopmaTusHas
AokymeHTaumnsa 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KINUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYMECKOU CYBCTAHLUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopuan, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPON3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLIUU:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLUWUU NPOU3BOOAUTENA
[Nd: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKOUN CYBCTAHLUMMU: Siegfried PharmaChemikalien Minden GmbH /
3urcdpng PapmaXemukanveH MuHgeH M'moX

COUNTRY OF MANUFACTURE OF THE APt/ .
CTPAHA NPOU3BOOUTENSA PAPMALEBTUYECKOWU CYBCTAHLIMWN: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudonkaumnu Pe3ynbratbl

Microbial purity / Mukpo6uonorudeckas

YyucToTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml /
06 v <1 CFU/ml
iee yueno aspobHeix GakTepui He Gonee 1 02 KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/
Obulee Yncno ApoXKEBLIX U NNECHEBLIX rpuboB He Gonee 1 01 KOE/Mn <1 CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcTBme B 1 Mn

Absent / OTcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcyTctBue B 1 mn

Absent / OtcyTcTeyioT
Package / YnakoBka 10 mL in an amber glass bottle with a polypropylene

screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata Bo ¢hNakoH TEMHOrO
CTeKkna C HaBUHYMBAEMOW MNOMWMAPOMMUIEHOBON
KPbILLKOW CO BCTPOEHHOW NUMNETKOW U3 CTeKNa Tuna
3 (EBp. @.) n 6GpombyTUnkayyyka.

Mo 1 donakoHy ¢ uHCTpyKUMEn No

MPUMEHEHWIO B MaYKy KAPTOHHYIO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUU C HOPMAaTUBHOMN
JOKyMeHTauuen. Complies / CooTBeTtcrByeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUM KO[ MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45119
MANUFACTURE DATE: / BATA U3FOTOBINEHUA: 09/2024 C.A/ CEPTUDUKAT AHANKU3A: 4620/24
ANALYTICAL PROC. N°: / MTPOTOKOJT AHAJIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOQHOCTM!: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIW MICTOYHWK METOOB AHASMU3A: Normative documentation / HopmaTtnsras
poxkymeHTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOf] NPOOYKTA KIUEHTA: 81775838

APl NAME, INN / HAMMEHOBAHWUE ©®APMALIEBTUYECKOMW CYECTAHLUNKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTtasonuHa ruapoxnopua, MHH: OkcumeTaszonux

API MANUFACTURER BATCH NUMBER / HOMEP CEPVM MPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLINMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALEBTUYECKOW CYECTAHLMU NPOU3BOAUTENA
rMo: 24010263

API MANUFACTURER NAME / 5
HAUMEHOBAHUE NMPOU3BOOUTENA ®APMALEBTUHECKOW CYECTAHLMU: Siegfried PharmaChemikalien Minden GmbH /
3urcpua PapmaXemukanuen MungeH MmbX

COUNTRY OF MANUFACTURE OF THE APl / :
CTPAHA NPON3BOOUTENA ®APMALIEEBTUMECKOW CYBCTAHLIMKU: Germany / Cepmanus

TESTS SPECIFICATIONS RESULTS
MNokaszarenu Cneuundumkauumn Pe3ynbTrathl

Storage / XpaHenue: At temperature below 25°C. / Npu TemnepaType He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roga (- 1 mecsu)

REMARKS / NMpumeyanne:
The Product conforms to ND/
MNpoaykT cooTseTcTByeT TpebosaHuam HJ

BATCH REMARKS / NpumeyaHue ans cepun:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / JaHHbiM CBWAETENLCTBYIO, YTO AaHHas NapTus NpoeepeHa B
COOTBETCTBMM C paspelleHneM Ha MapkeTuHr u EBponeickum pyKOBOACTBOM MO HaAnexallel npou3BoACTBEHHOM
npakTuke ANnsi NeKapCTBEHHbIX NPOAYKTOB.

F 4
ANALIST / AHanuTuk: ; _ Z
Sonia Chainho DECISION / Sal(ﬂEOQane. /QZW
DATE / fata: ;_7,'7/, /"/{%2
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULO:

/
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