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Toprosoc HauMeHosanye [Haznsuu®
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Jexkapersetyas opma,  [KALIK HazallbHbIE, 0.01%, 5 M1 - J1aKOHBL € KPBILUKOW-LIHNETKON -

(]}Op.\/la BBLIYCKA! HAYKHA KAPTOHHBIC
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SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOTO NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.01 % Russia / HazaneuH® kannu HazaneHble 0,01% Poccua/
ARTICLE CODE { BHYTPEHHWW KOJ NMPOAYKTA: 704530 BATCH Ne / TAPTWUA Ne /: 55861
MANUFACTURE DATE: / DATA W3rOTOBNERHWA: 07/2025 C.A [ CEPTU®WUKAT AHATTM3A: 3738/25
ANALYTICAL PROC. N°: / NPOTOKON AHANW3A Ne: SRAS-9WACNM.6 EXP./ CPOK TOOHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHBIM UICTOYHUK METOOOB AHAIWM3A: Normative documentation / HopmaTtushan
AokymeHTaums (1 N0129684/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWA KOA NMPOAYKTA KNUEHTA: 81775837

AP| NAME, INN / HAMMEHOBAHWE ®APMALEEBTUYMECKOW CYBCTAHLIMKM, MHH: Oxymetazoline Hydrochlaride, INN:
Oxymetazoline / Okcrmetazonuna rmapoxnopus, MHH: OkcumeTtasonuH

* AP MANUFACTURER BATCH NUMBER / HOMEP CEPUIN MPOW3BOAUTENA ®APMALEBTUMECKON CYECTAHLUN:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALEEBTUYECKOW CYBCTAHUUU NPOU3BOOUTENA
Ne: 25040210

APl MANUFACTURER NAME / }
HAMMEHOBAHME MPOU3BOOWUTENA ®APMALEBTUYECKOW CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /
3urcopna Papmaxemukanued Munaen MTmoxX

COUNTRY OF MANUFACTURE OF THE API/ )
CTPAHA NPOU3BOAUTENA ®APMALUEBTUYECKOW CYECTAHUKWMW: Germany / lepmanug

TESTS SPECIFICATIONS RESULTS
Mokaszarenn Cneuncpukanuu Pesynkrarbl

Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpoapayunbid
WAM M[OYTA Npo3payHblA  pacTBep  OT  MOHMTU
HecuseTHoOro fo cnabo-wenToro useta.

Complies /
CooTeeTcTRYET

identity / NognNWHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcUMETA3ONKUHA rngpoxnopua with retention time of the main peak in the
L chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems  yaepXueaHMs  OCHOBHOrO MUKa Ha
XPOMATOrPAMME MCTILITYEMOr0 PacTeopa JOMKHO Complies /

COOTBETCTROBATE BpEMEHN yOEPKUBAHKA CooTteetcTayeT
OCHOBHOTrO MWKa Ha XpomaTorpamme CTaHAAPTHOro
pacTBopa oOKCMMETA30NKWHA ruapoxnepraa,
NONYYEHHOR NPpKY KONMUHYECTBERHOM ONpeaeneHn,

B . : Retention time of the main peak in the |
+ Benzalkonium chloride / Bensankous chromatogram of the test solution should comply
xnopua with retention time of the main peak in the
chromatogram of benzailkonium chloride standard
solution obtained in the Assay test. / Bpems
YAEPXKNBEHUA OCHOBHOIO nuKka Ha
XpomaTorpaMme UCTbITYeMOro pacTsopa A0KHO
COOTBETCTBOBATL BpEMEHN YOAEPXKVBAHWA
OCHOBHOTO nuka Ha XpoMaTtorpamme
CTaHAAPTHOrC pacTeopa GeH3ankoHua xnopwaa,
NOMYy4EHHOW NPKU KONMYECTBEHHOM onpedeneHui.

}
i Complies /
CooTteeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHANMU3A TOTOBOIO NPOAYKTA

FPRODUCT {MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HazanbHbie 0,01% Poccua /

ARTICLE CODE / BHYTPEHHMIA KOO MPOAYKTA: 704530 BATCH Ne / NAPTWUS Ne /: 55861
MANUFACTURE DATE: / JATA W3rOTOBINEHWA: 07/2025 C.A{ CEPTUDUKAT AHAIMU3A: 3738/25
ANALYTICAL PROC. N° / MPOTOKON AHATNU3A Ne: SRAS-OWACNM.6 EXP. ! CPOK FTOAHOCTH: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHLIM WCTOYHUK METOOOB AHANW3A: Normative documentation / HopwaTtuanas
| gokymeHTauusa M N012864/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KO NMPOAYKTA KIWEHTA: 81775837

API| NAME, INN / HAMMEHOBAHWE ®APMALEBTUYECKCOW CYBCTAHUMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcnMeTazonuHa rngpoxnopua, MHH: OkcumeTtasonud

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM MPOU3BOAWTENA ®APMALIEBTUYECKOU CYBCTAHLUM:
24272098

FP MANUFACTURER AP BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLUWW NPOWU3BOAUTENA
rNe: 25040210

APl MANUFACTURER NAME / ;
! HAUMEHOBAHME NPOU3BOAWTENA ®APMALIEBTUYECKOW CYBCTAHLWK: Siegfried PharmaChemikalien Minden GmbH /
1 3urcppua dapmaXemukanueH MuHaen TmbX

COUNTRY OF MANUFACTURE OF THE API { 5
CTPAHA NPCV3BOOUTENA CAPMALUEBTUMECKOWU CYECTAHUWMK: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokazarenwu Cnevyutbukayum PeayneTtaTsl
Clarity / MpoapayvHocTh The opalescence of the product should not exceed
| the opalescence of the reference
‘ suspension l/purified water. / QOnanecuexyuna
npenapaTa He DOMKHA npeBLIWaTk Complies {
| onanecueHuWilo  aTancHa  cpasHeHws  |/eoapl CooTBETCTBYET
| CUULLEHHOR.
Color / LiBeTHOCTBL The product should be colorless or be comparable
to reference solution Y. / Mpenapar gonkeH ObiTe .
& Complies /
eCUBETHbIM UMW  BbLIAEPKMBATL CPABHEHUE € c
00TBETCTBYET
aTancHom Y7.
Relative density (d 20/20) / OrHocuTenbHas From 1.006 to 1.010/ O1 1,006 ao 1,010
nnotHocTk (d 20/20) 1,006
| pH From55t06.5/0155006,5
' 59
t
Osmolality / OcMonAnbHOCTL From 270 to 330 mOsmolkkg / Ot 270 Ao 330
MOCMONb/Kr 282
Relative impurities / PogcTBeHHBIE NpUMecH
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He Gonee 0,5 % <LD
{npoAyKT rmaponvaa)
impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Iindividual unidentified impurity / Equuuanas Not more than 0.1 % / He bonee 0,1 %
HEWASHTMDHNLNPOBAHHAA NPUMEChH <0.1%
Total impurities/ Cymma npumecei Not more than 1.2 % / He Gonee 1,2 %
<LQ
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SOFARIMEX

INDOSTRIA QUIMICA £ FARMACEUTICS, 5.4

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIUSA TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazuenH® kannwn HazanbHbie 0,01% Poccuna /

| ARTICLE CODE / BHYTPEHHWWA KOO MPOQYKTA: 704530 BATCH Ne / NAPTWA Ne /: 55861
' MANUFACTURE DATE: / DATA U3TOTOBNEHWA: 07/2025 C.A{CEPTUDUKAT AHAITU3A: 3738/25
! ANALYTICAL PROC. N°: / TPOTOKON AHANMU3A Ne: SRAS-9WACNM.6 EXP. { CPOK FrOAQHOCTMW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHBIN UICTOYHWK METOAOB AHANU3A: Normative documentation / HopmaTueHas
AokymeHTaums (1 N012984/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOO MPOOYKTA KNUEHTA: 81775837

APi NAME, INN f HAUMEHOBAHWUE @ APMALIEBTUYECKOW CYBCTAHLMWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonunna rugpoxnopug, MHH: OkcumetazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUW NPOU3BOAMTENA PAPMALIEBTUYECKOW CYBCTAHLUWU:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEF CEPAU ®APMALIEBTUYECKOW CYBCTAHLIMW NPOU3BOAUTENA
rN®: 256040210

APl MANUFACTURER NAME / )
HAMMEHOBAHWE NMPOU3BOAUTENA PAPMALIEBTUMECKOW CYBCTAHUWM: Siegfried PharmaChemikalien Minden GmbH /
3urcbpra PapmaXemvkanied MuHgeH MeX

" COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOW3BOOWUTENA ®APMALEBTUYECKOW CYEBCTAHUWWU: Germany / Tepmanvs

TESTS SPECIFICATIONS RESULTS
MokazaTenwu Creuynthmraymun PesynbTaThl
Assay / KonuuecTBeHHOE onpegeneHue
| Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline |
OKcuMeTa3oNuHa rmapoxnopua hydrochloride/ OT 92,5 ao 105 mkrimn |
| OKCUMETA30MMHA MMAPCXNOPUaa. 100,1 |
| |
Benzalkonium chloride / beH3anKoHWUs XNOpPUA From 45 tc 55 ug:’mL of benzatkonium chloride/ Ot \ \
45 no 55 Mkr/mn BeHsankoHnA xnopuaa | 48 |
|
[ f |
! - |
Microbial purity / MukpoGnonornueckas ! . !
yucToTa . | ‘
Total aerobic microbial count (TAMC) / I Not more than 10> CFU /ml /
6 .
Obuwee yucno aspobHbix bakTepnii He Bonee 102 KOE /M <1 UFC/m! |
Total combined yeast and molds count Not more than 10' CFU /ml / |
{TYMC) / OBLuee YMcno APorcKERBIX 1 1
MNECHEBLIX FPYGOB He Bonee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OTtcyTcTBIUe B 1 MR
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcyTcTeue B 1 mn Absent/ml
35
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SOFARIMEX

INDUSTRIA QUIVKEA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A NOTOBOIC NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazusnH® kannu HaszansHbie 0,01% Poccua /

ARTICLE CODE / BHYTPEHHUIW KOf NPOAYKTA: 704530 BATCH Na / MAPTUA Ne /: 55861
MANUFACTURE DATE: / IATA W3rOTOBINEHWA: 07/2025 C.A/CEPTUGUKAT AHANN3A: 3738125
ANALYTICAL PROC. N°: / MPOTOKON AHAINU3A Ne: SRAS-9WACNM.6 EXP. { CPOK NTOAHOCTW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYHUK METOOOB AHAJITW3A: Normative documentation / Hopmarnanag !
AokymMenTauunsa 11 N012964/01-240523 §

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOZ NPOOYKTA KNUEHTA: 81775837

APl NAME, INN { HAUMEHOBAHWE ©@APMALEBTUYECKOW CYBCTAHUMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline { OkcumeTasonuHa rmapoxnopua, MHH: Okcumerazonuu

APl MANUFACTURER BATCH NUMBER / HOMEP CEPYU NPOW3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIMM:
24272098

FP MANUFACTURER AP| BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUMECKOW CYECTAHLIMA MPOU3BOOUTENSA
rna: 25040210

: APl MANUFACTURER NAME / 5
; HAMMEHOBAHWE NPOU3BOAWTENA ®PAPMALEBTHUYECKOW CYBCTAHLUWMW: Siegfried PharmaChemikalien Minden GmbH /
. 3urcbpus PapmaXemukanueH MuHaeH I mMBX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAVTENA ®APMALEBTUYECKOW CYECTAHLIMU: Germany / TepmaHus

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuundpurauum PezynbraThl

5 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. / o 5 mn npenapata Bo (DNaKoH TeMHOro
L CTekna ¢ HaBWMHYMBAEMOW MONUNPONUIEHOBOH Complies /
KPBILLKOW €O BCTPOEHHOW NUNETKOW K3 cTekna Tuna CooTteetcTBYET
3 (Eep. @.) n GpombyTUNKayuyKa.
Mo 1 bnakoHy C MHCTPYKLWEX nNo
MNPYMEHEHWK B NAYKY KADTOHHYHKD.

Package / YnakoBka

Labeling f MapkmpoBka According to Normative documentation. / B _
COOTBETCTBAN G HOPMaTUBHOM Complies /
AOKYMEHTALMENR. CooTBeTcTBYET

Storage / XpaHeHwue: At temperature below 25°C. / Mpw TemnepaType He Bblwe 25°C.

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

REMARKS / Mpumevanwne:
The Product conforms to ND/
MpoaykT cooTeeTcTRYET TpeGoBarnam HL
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SOFARIMEX

INDUSTRIA QUITHCS E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIQ NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.01 % Russia /{ HasuBuH® kannu HazanbHbie 0,01% Poccua [

ARTICLE CODE / BHYTPEHHWIA KOA NPOOYKTA: 704530 BATCH Ne / NAPTHUA Ne /: 55861
MANUFACTURE DATE: / AATA U3rQTOBNEHWA: 07/2026 C.A{CEPTUOHUKAT AHAITU3A: 3738/25
ANALYTICAL PROC. N°: { TPOTOKON AHAMW3A Ne: SRAS-O9WACNM.6 EXP. / CPOK rOAHOCTMW: 06/2028

, ANALYTICAL REFERENCE / PEQEPEHTHEIN UICTOYHUK METOACB AHAMNUWU3A: Normative decumentation / HopmaTueHas

aokymeHtTauns [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOJ NMPOOYKTA KINMEHTA: 81775837

APlI NAME, INN f HAMMEHOBAHWE tDAF'MALlEBTMHECKOb"I CYECTAHLMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rngpoxnopua, MHH: Okcumerazonui

API MANUFACTURER BATCH NUMBER / HOMEP CEPWUWU NPOU3BOAWTENSA ©APMALEBTUYECKOW CYECTAHLIMM:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUY ®APMALIEBTUYECKOW CYBCTAHLMW NPOU3BOOWTENA |
MNa: 25040210 .

APl MANUFACTURER NAME / } |
HAWMEHOBAHWE NMPOWU3BOOWUTENA GPAPMALEBTUYECKOW CYBCTAHUWMW: Siegfried PharmaChemikalien Minden GmbH /
3urgppug, PapmaXemukanued MunaeH mbX

COUNTRY OF MANUFACTURE OF THE APl / .
CTPAHA MPOV3BOAWTENA GAPMALEBTUMECKOUWU CYECTAHUWKM: Germany / lepmanns

BATCH REMARKS / MpumenaHue ans cepum: i

Hereby | certify thaf this Iot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / JaHHbIM cBWOETENLCTRYIG, YTO AaHHAn NapTWA NPOBEpeHa B
COOTBETCTBMM C PA3PELLEHUEM Ha MapkeTuHr v EBponelckum pyKCBOACTEOM NO Hagnexaweh NpouaBoaCTBEHHOM
NpaKTyKe ANa NekapcTBeHHLIX MPOAYKTOB.

ANALIST ! AHanuTwk:

Bruno Farinha DECISION / 3aknioveHne: A }/UV\/QA

DATE / : 2 '
M. Ines Ribeiro fara 5‘{/0} ,Z:.; N \Q
QUALIFIED PERSON / OTtedrcTBeHHOe NHLO:
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