SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A NrOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOQ NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44909
MANUFACTURE DATE: / QATA NW3rOTOBNEHUA: 06/2024 C.A /| CEPTU®UNKAT AHAITU3A: 3833/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHAITU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TOOHOCTW: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOQOB AHANU3A: Normative documentation / HopmaTtueHas
AokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOl NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEEBTUMECKOU CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumetazonuHa rmapoxnopug, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEEBTUMECKOU CYBECTAHLU WU NPOMIBOAUTENA
MNo: 23120292

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOUN CYBCTAHLMNMU: Siegfried PharmaChemikalien Minden GmbH /
3urdppug PapmaXemukanued MuHaeH M'moX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3IBOOUTENA ®APMALEBTUYECKON CYBECTAHLIUMW: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasartenu Cneuudonkauuu Pesynbrarhl
Description/ OnucaHue Transparent or almost transparent, from a nearly

coloriess to slightly yellow solution. / MNpo3spayHbin
WA  OYMTM MpPO3paYHbIi  pacTBOp OT  MOYTK
becLeeTHOro Ao cnabo-xenToro LpeTa.

Complies / CooTBeTCcTBYeET

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yaepXuBaHWUsi OCHOBHOrO MfMKa Ha
XpomaTorpamme UCMbITYEMOTO pacTBopa AOIKHO | Gomplies / CooTeeTcTByeT
COOTBETCTBOBATL BpEMEHU yAEPXKUBAHUA

OCHOBHOro nvka Ha Xxpomarorpamme
cTaHaapTHoro pacteopa OKCUMETa30nNuHa
rmgpoxnopuaa, Nony4eHHoNn npu

Konun4yecTseHHOM onpeaeneHun.

Benzalkonium chloride / BeHsankoHus Retention time of the wmain 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. / Bpems
YAEPXMBaHWS OCHOBHOTO NWKa Ha XpoMmaTorpamme | Complies / CootBeTCTBYET
UCMbLITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAEpXMBaHWUS OCHOBHOMO nNuKa Ha
Xpomarorpamme CcTaHgapTHOro pacTBopa
OeH3ankoHMs  Xropuga,  MNONyYeHHOW  npu
KONUYECTBEHHOM onpeaeneHn.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuun Complies / CooTseTcTByeT

npenapaTta He OOMKHa npesbiwaTth
onanecueHUMIo aTanoHa cpaBHeHus |/Bogel
OYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025

9%, Russia / HaauBuH® kannu HasanbHble 0,025% Poccun /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704531

BATCH Ne / NAPTWUA Ne /: 44909

MANUFACTURE DATE: / IATA U3rOTOBAEHUA: 06/2024

C.A | CEPTUDUKAT AHAJIU3A: 3833/24

ANALYTICAL PROC. N°: / MTPOTOKOIT AHAJTU3A Ne: SRAS-9WACRV.2

EXP. /| CPOK TOQHOCTMU: 05/2027

TANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOLOB AHAIU3A: Normative documentation / HopmaTtueHasi

nokymexTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOOYKTA KITUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWE ®APMALEBTUYECKOU CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTasonvHa rugpoxnopua,

MHH: OkcumeTasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP

23202119

CEPWW NPOU3BOAUTENA ®APMALIEBTMMECKOW CYBCTAHLVN:

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOMN CYB

rNe: 23120292

CTAHLWWN NPOU3BOAUTENA

AP1 MANUFACTURER NAME /

HAWMEHOBAHWE NPOU3BOAUTENA ®APMALIEEBTUHECKO

3urcdpua PapmaXemukanvex MuHaeH rméX

"l CYBCTAHLMMN: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOW3BOAWUTENA ®APMALIEBTUYECKOW CYBCTAHLIUW: Germany / epmaHus

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuvduxaumm

RESULTS
PesynbTaTth!

Color / LiBeTHOCTBE

The product should be colorless or be comparable
to reference solution Y7. / NpenapaT forkeH GbiTh
fecuBeTHbIM WUNW  BbIAEPXWBAaTb CpaBHEHWe C
aTanoHom Y7.

Complies / CootBeTCTBYET

Relative density (d 20/20) / OTHOoCMTENbLHAA

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

nnotHocTk (d 20/20) 1,008
pH From 5.5 t0 6.5/ OT1 5,5 po 6,5
59
Osmolality / OcMonsansbHOCTL From 270 to 330 mOsmolkg / Ot 270 po 330
mOcMonb/kr
283
Relative impurities / PoacrBeHHble npumecu
Impurity A (hydrolysis product) / Mpumece A Not more than 0.5 % / He 6onee 0,5 % <LD
(npofyKT ruaponusa)
impurity ZP-1 / TMpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EQuHnyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTUUUMPOBaHHAas NPUMeECh
Total impurities/ Cymma npumecen Not more than 1.2 % / He Gonee 1,2 % <LD
Assay / KonuyecTBeHHOe onpepenexHne
Oxymetazoline hydrochloride / From 237.5 to 262.5 pug/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopug hydrochloride/ OT 237,5 Ao 262,5 mMkr/Mn 250.1
OKCUMETAa30NMHa rmgpoxnopuaa. ’
Benzalkonium chloride / BeH3ankoHua xnopua From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 po 55 mkr/mn 6eHsankonua xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOA MPOAOYKTA: 704531

BATCH Ne / MAPTHUA Ne /: 44909

MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 06/2024

C.A/ CEPTU®UKAT AHATTU3A: 3833/24

ANALYTICAL PROC. N°: / IPOTOKOIT AHAINN3A Ne: SRAS-SWACRV.2

EXP./ CPOK TOOQHOCTW: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAQOB AHAJNMU3A: Normative documentation / HopmaTtusHan

AoxymeHTauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL, NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUMECKOW CYBECTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopua, MHH: OkcumeTtaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPON3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLUU:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTMYECKOMW CYBECTAHLIMA NPOU3BOAUTENA

MMo: 23120292

APl MANUFACTURER NAME /

HAMMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUYECKOMW CYBCTAHLIMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanued MuHaeH MveX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOOUTENSA ®APMALEBTUYECKOW CYBCTAHUWUU: Germany / Mepmanus

TESTS SPECIFICATIONS RESULTS
Mokazarenu Cneuudpukauum PesynbTarthbl
Microbial purity / Mukpo6uonoruyeckas
yucToTa
Total aerobic microbial count (TAMC) / Not more than 10> CEU / ml /
06 v <1 CFU/ml
LLiee umncro aspobHbix GakTepui He Bonee 1 02 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU / mi/
Ob6Lee Yucno ApoXoKeBbIX Y NNECHEBLIX rpubos <1 CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 101 KOE/Mn

Absence in 1 ml/ OtcyTtcTeve B 1 mn

Absence in 1 ml/ OtcyTtcTBue B 1 Mn

Absent / OtcytcTeyioT

Absent / OTtcyTcTeyloT

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 ¢nakoH TEMHOro
CTekna C HaBMHYMBAEMOW NOMUNPONUIEHOBOM
KPBILUKOW CO BCTPOEHHO! NUNETKON U3 cTekna Tuna
3 (EBp. ®.) n 6pombyTunkaydyka.

Mo 1 dnakoHy ¢ UHCTpYKUME no

MPUMEHEHMNIO B NAYKy KApTOHHY!IO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBMWN C HOPMATUBHOWN
DOKyMeHTauuen.

Complies / CootBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAMN3A FOTOBOIO MPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia | HaauBnH® Kannu Hasanbhble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUMW KO NPOAYKTA: 704531 BATCH Ne / TAPTWUSA Ne /: 44909
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 06/2024 C.A /| CEPTUOUKAT AHANU3A: 3833/24
ANALYTICAL PROC. N°: / MPOTOKOM AHAJTU3A Ne: SRAS-9WACRV.2 EXP. / CPOK FrOAHOCTMU: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METO/IOB AHANW3A: Normative documentation ! HopmaTtueHas
nokymenTauusa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOL NMPOOYKTA KITUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcuMeTasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALIEEBTUYECKOW CYBECTAHLIUM:
23202119
FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU DAPMALEEBTUYECKOW CYBCTAHLIUU NPOU3IBOOUTENA
rno: 23120292

APl MANUFACTURER NAME /

HAMMEHOBAHMUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUUU: Siegfried PharmaChemikalien Minden GmbH /
3urcpun PapmaXemukanued MuHaeH bX

COUNTRY OF MANUFACTURE OF THE API/ .

CTPAHA MPOU3BOAUTENR ®APMALIEBTUYECKOU CYBCTAHLIMU: Germany / [epmaHus

TESTS SPECIFICATIONS RESULTS
MokazaTtenun Cneumndmkaumm PesynbTaTtbl

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He Bbiwe 25°C.

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

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TPeBGoBaHNAM HA

BATCH REMARKS / Mpumeyanve ans cepun: p

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. / [laHHbIM CBUAETENLCTBYIO, YTO AaHHAsA NapTusA NPOBEpeHa B
COOTBETCTBMM C paspelleHMemM Ha MapkeTuHr v Esponefickum pykOBOACTBOM fo Haanexawiel NpoV3BOACTBEHHOM
npaKkTuKe ANA NekapCTBEHHbIX NPOAYKTOB.

/
ANALIST / AHanUTuK: .
Sonia Chainho DECISION / 3aknioyeHue: /}z,,,b/ql
DATE / Qata: 1% f/z/Zéz
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NNLO:

/
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