SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAINMU3A rOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KO MPOAYKTA: 704531 BATCH Ne / MAPTHUA Ne /: 44860
MANUFACTURE DATE: / OATA NW3rOTOBINEHUA: 06/2024 C.A/ CEPTU®UKAT AHAIIU3A: 3422/24
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAINN3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOQHOCTM: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHBIM MICTOYHUK METOQOB AHANKU3A: Normative documentation / HopmaTueHas
AokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOf NPOOYKTA KINUEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYECTAHLMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NMPOU3BOANUTESA ®APMALIEBTUMECKOW CYBCTAHLUUWMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLIUM NPOU3BOAUTENA
Mo: 23120292

API MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOAWUTENA ®APMALIEBTUYECKOWN CYBCTAHLIUN: Siegfried PharmaChemikalien Minden GmbH /
3urdppug PapmaXemukanmed MuHaeH MibX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA PAPMALIEBTUMECKOU CYBECTAHLIUWN: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundmkauum PesynbTtarhl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / IpoapayHbin
MNU NOYTM nNpo3payHblii pacTBOp OT MNOYTU
6ecupeTHOro Ao cnabo-xenToro useTa.

Complies / CooTtBeTcTBYET

Identity/ MopgnuHHOCTL 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. /
Bpems ypepxuBaHMs OCHOBHOTO nNWKa Ha
XpoMmaTorpaMme WUCTILITYeMOro pacTeopa AOJKHO | Complies / CooTaeTcTRyeT
COOTBETCTBOBATH BpeMeHn yAEpXKUBAHUSA

OCHOBHOIO nuka Ha XpoMartorpamme
CTaHAapTHOTO  pacTBopa  OKCUMETAasonuHa
ruapoxnopuaa, nonyyeHHoli npu

KONMUYECTBEHHOM onpeaeneHnn.

Benzalkonium chloride / BeHsankoHusa Retention time of the main peak in the
xnopuva 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. / Bpemsa
yaepXXuBaHus OCHOBHOIMO NUKa Ha XxpomatorpamMme Comp"es / COOTBeTCTByeT
UCMLITYEMOro pacTBopa AOMKHO COOTBETCTBOBaTb
BPEMEHW YOEpXWBaAHWUS OCHOBHOrO nNuka Ha
XpoMaTtorpamme cTaHaapTHOro pacTeopa
6eH3ankoHus xropuaa, Nony4YeHHOoM npwm
KOMUYECTBEHHOM ONpeAENeHun.

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

suspension l/purified water. / OnanecueHuus Complies / Cootsetcrayer

npenapara He AomKkHa npesbIlLaTh
onanecueHuutio dTanoHa cpaBHeHus |/Boabl
OYULLLEHHOMN.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUIA KOf MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 44860

MANUFACTURE DATE: / OATA U3roTOBNEHUA: 06/2024

C.A | CEPTU®UKAT AHAJTU3A: 3422/24

ANALYTICAL PROC. N° / MPOTOKOJT AHAITU3A Ne: SRAS-9WACRV.2

EXP./ CPOK rOAHOCTMU: 05/2027

ANALYTICAL REFERENCE / PEGEPEHTHBIW UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTusHas

|_AckymeHTaums N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL NPOAYKTA KIMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIUKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopwa, MHH: OkcuMeTasonuu

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENSA ®APMALEEBTUHECKON CYECTAHLIUMK:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYMECKOW CYBCTAHLIMN NPON3BOAUTENA

Mao: 23120292

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLWMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemmnkanved MuHaeH M6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOW3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIUU: Germany / Fepmanus

TESTS
Mokasatenu

SPECIFICATIONS
Cneuudukauum

RESULTS
PesynbraThl

Color / LBeTHOCTbL

The product should be colorless or be comparable
to reference solution Y. / [Mpenapat gonxeH 6biTh
6ecUpeTHbIM UMW BblAepXUBaTb CpaBHEHUE C
aTanoHom Y7.

Complies / CooTseTtcTByeT

Relative density (d 20/20) / OTHocuTenbHasn

From 1.006 to 1.010/ O1 1,006 go 1,010

nnotHocTh (d 20/20) 1,009
pH From5.5t06.5/ 0155 806,5
59
Osmolality / OcMmonsanLHOCTL From 270 to 330 mOsmol/kg / Ot 270 go 330
mMOcMonb/Kr
285
Relative impurities / PoacTBeHHble npyUMecH
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
{npoaykT rupponuaa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentified impurity / Eamsnunas Not more than 0.1 % / He 6onee 0,1 % <LD
HengeHTudrUMpoBaHHas NpUMeCh
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuuectBeHHoe onpeaeneHne
Oxymetazoline hydrochloride / From 237.5 to 262.5 pug/mL of oxymetazoline
OkcumeTasonuHa rugpoxmnopus, hydrochloride/ Ot 237,5 po 262,5 mkr/mn 248.8
OKCMMETA30NuHa rMapoxnopuaa. ’
Benzalkonium chloride / BeHzankoHus xnopua From 45 to 55 pug/mL of benzalkonium chloride/ O
45 no 55 mkr/mn BeHsankoHna xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIM3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOL, NPOQYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44860
MANUFACTURE DATE: / JATA U3rOTOBJIEHUSA: 06/2024 C.A/ CEPTU®UKAT AHANU3A: 3422/24
ANALYTICAL PROC. N°: / MPOTOKOIN AHAJNU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TOQHOCTMU: 05/2027

ANALYTICAL REFERENCE / PEOEPEHTHBIA UCTOYHUK METOOB AHANMU3A: Normative documentation / HopmatueHas
AokymenTaumsa [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUMW KOJ NPOAYKTA KITUEHTA: 81775838

APl NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLWUKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruagpoxnopua, MHH: Okcumetazonux

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLINMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLMWU NPOU3BOAUTENS
Mo: 23120292

API MANUFACTURER NAME / 5
HAUMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUHECKOW CYBECTAHUMMU: Siegfried PharmaChemikalien Minden GmbH /
3urdppun PapmaXemukanmeH MunaeH MmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLMW: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuundukauuu Pe3ynbTrarhl
Microbial purity / Mukpo6uonoruyeckas
yucToTa
Total aerobic microbial count (TAMC) / Not more than 10> CEU /ml / U/
" <1C ml
O6Lee yncno aspobHeix GakTepuit He Gonee 1 02 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml/
ObLee YUCno ApoXKEBBIX U MecHesbIX rpubos He Gonee 1 01 KOE/Mn <1 CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBue B 1 Mn
Absent / OtcyTcTtBylOT
Staphylococcus aureus Absence in 1 ml/ OrcytcTeue B 1 mMn
Absent / OtcyTtcTByloT
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 bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata BO (hnakoH TEMHOro
cTexna C HaBMHYMBAEMOW MNOMMUNPONMIIEHOBON
KPbILWKOW CO BCTPOEHHON NUNETKOW M3 CTekna Tuna
3 (EBp. ®.) u 6pombyTUNKayyyKa.

Mo 1 dnakoHy ¢ MHCTPYKUMEN no

MNPUMEHEHWNIO B NAYKy KAPTOHHYHO.

Complies / CooTaeTcTayeT

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOW
JOKyMeHTauunen. Complies / CootBercTByeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBMH® Kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUM KO, MPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 44860
MANUFACTURE DATE: / JATA U3rOTOBJIEHKUA: 06/2024 C.A/ CEPTUOUKAT AHANU3A: 3422/24
ANALYTICAL PROC. N°: / NTPOTOKOJIT AHAITU3A Ne: SRAS-9WACRV.2 EXP. / CPOK FTOQHOCTMW: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbI® UCTOYHUK METOOB AHAJIU3A: Normative documentation / HopmaTtneHnas
pokymenTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOA MPOAYKTA KNMEHTA: 81775838

AP NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLUWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTasonuyd

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENA ®APMALIEEBTUYECKOW CYBECTAHLIUMN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUMECKOW CYBCTAHLIMN NPOU3BOAUTENA
No: 23120292

API MANUFACTURER NAME / .
HAUMEHOBAHME NPOM3BOAUTENS ®APMALIEBTUMECKOMW CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urcdpna PapmaXemukanueH MunaeH 'm6X

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA MPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLIUU: Germany / l'epmahus

TESTS SPECIFICATIONS RESULTS
Nokasarenn Cneuundmkauum Pe3ynbtaTthbl

Storage / XpaHeHue: At temperature below 25°C. / lpu TemnepaType He BbilLe 25°C.

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

REMARKS / lNpumeyvanue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpeboBaHnam HJ

BATCH REMARKS / lNpumevaHne ansa cepuum:

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 cBUASTENbCTBYIO, YTO AaHHas NapTus npoeepeHa B
COOTBETCTBUM C paspetleHMeM Ha MapkeTMHr u EBponeiickum PpyKOBOACTBOM MO HaAnexallei NpoU3BOACTBEHHOM
npakTuke ANA NeKapCTBEHHbLIX NPOAYKTOB.

"S\m:;'?h; ﬁm’m“"’ DECISION / 3aknioueHue: oL,
DATE / flata: .)K{ Ob6 / o (f

M. Ines Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULO: L SEVSL
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