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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOQ NPOAYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 44858
MANUFACTURE DATE: / JATA U3rOTOBINEHUA: 06/2024 C.A/ CEPTU®UKAT AHATIU3A: 3416/24
ANALYTICAL PROC. N°: / TPOTOKOI AHAJIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOAHOCTHU: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA UICTOYHUK METOOOB AHAJTU3A: Normative documentation / HopmaTusHas
aokymenTauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOA, NPOAYKTA KNUEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOWU CYECTAHUWNKN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALIEBTUYECKOU CYECTAHLIUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOU CYBCTAHLIMW NPOU3BOAUTENA
MMo: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOJUTENA ®APMALIEBTUMECKOU CYBCTAHLMMN: Siegfried PharmaChemikalien Minden GmbH /
Surcdpua PapmaXemukanmed MungeH TméX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYBCTAHUUMU: Germany / F'epmaHust

TESTS SPECIFICATIONS RESULTS
MokasaTenu Crneuudukaumm PesynbTtathbl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Npo3spaynbiii
MU  MOYTM NPO3pavHbiil pacTBOp OT NOYTU
6ecuBeTHOro go cnabo-xenToro upeTa.

Complies / CooTBeTCcTBYET

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi ypepxvBaHMsi OCHOBHOMO rfuKa Ha
Xpomatorpamme UCTbITYeMoro pacTeopa AOMKHO | Gomplies / CooTBeTCTBYET
COOTBETCTBOBATL BpEeMeHU yaepxuBaHus

OCHOBHOIo nnKa Ha XpomMmarorpamme
CTaHOapTHOro pacTeopa oKCuMeTa3onnHa
rmgpoxnopuaa, I'lOJ"IyHeHHOI‘/'I npu

KOnu4eCcTBeHHOM onpejeneHuu.

Benzalkonium chloride / BeH3ankoHusa Retention time of the main peak in the
xropug 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
yaepKnsanus OCHOBHOrO nuka Ha XpomMmaTtorpamme Complies / COOTBeTCTByeT
MCNbITYEMOro pacTBopa AOIMKHO COOTBETCTBOBATh
BPEMEHN YAEepXuMBaHWA OCHOBHOIO nNUKa Ha
Xpomarorpamme CTaHaapTHOro pacTBopa
6eH3ankoHns  xnopuaa,  NoryyeHHon  npu
KONUYECTBEHHOM ONpeaeneHni.

Clarity / Npo3spayHocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension |/purified water. / OnanecueHuus Complies / CooTseTcTayer

npenaparta He AOMKHa npeebiWwaTb
onanecueHUMI0O 3TanoHa cpaBHeHua |/Boapi
OYULLIEHHOWN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®OUKAT AHAJIU3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu Ha3anbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUWA KOO NPOLAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 44858

MANUFACTURE DATE: / QATA U3rOTOBJITEHHWA: 06/2024

C.A | CEPTU®UKAT AHAIIN3A: 3416/24

ANALYTICAL PROC. N°: / MTPOTOKOI AHAITU3A Ne: SRAS-OWACRV.2

EXP. / CPOK TOQHOCTMW: 05/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIN UCTOYHMK METOAOB AHATU3A: Normative documentation / HopmaTusHas

nokymerTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ MPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWUE ®APMALIEBTUMECKOU CYECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopua, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOAUTE

23202119

NA ®PAPMALEBTUYECKOM CYBCTAHLWMN:

EP MANUFACTURER API BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUYECKOWU CYECTAHLU NPOU3BOAUTENA

rno: 23120292

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /

3urcbpup PapmaXemukanued Musaed TmeX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOOUTENS ®APMALIEBTUMECKOWM CYECTAHLIUK: Germany / Fepmanus

TESTS
Mokasarenu

SPECIFICATIONS
Cneuundmxaummn

RESULTS
Pe3ynbraTthl

Color / LiBeTHoCTb

The product should be colorless or be comparable
to reference solution Y7. / Npenapat gomkeH ObiTb
fecuBeTHbIM WMU  BblOEpXMBATb CpaBHEHWE C
3TanoHoM Y7.

Complies / CooTBETCTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010/ Ot 1,006 o 1,010

nnoTHocTh (d 20/20) 1,009
pH From5.5t06.5/015,5806,5
5,9
Osmolality / OcmMonsanbLHOCTL From 270 to 330 mOsmol/kg / Ot 270 go 330
mOcmonb/Kr
282
Relative impurities / PoacTBeHHble npuMecu
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rmaponusa)
Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHuyHas Not more than 0.1 % / He Gonee 0,1 % <LD
HengeHTUdUMpPoBaHHas NpUMech
Total impurities/ Cymma npumeceii Not more than 1.2 % / He 6onee 1,2 % <LD
Assay /| KonnyectBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pug/mL of oxymetazoline
OkcumeTasonuHa ruapoxmopua, hydrochloride/ Ot 237,5 go 262,5 mkr/mn 2493
OKCMMeTasorNMHa ruapoxnopuaa. !
Benzalkonium chloride / BeHaankoHus xnopua From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 po 55 mkr/mn 6eH3aankoHUa xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A TrOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUU KOf NMPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 44858
MANUFACTURE DATE: / JATA U3FOTOBNEHUSA: 06/2024 C.A/ CEPTUOUKAT AHATTU3A: 3416/24
ANALYTICAL PROC. N°: / IPOTOKOJ1 AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOOHOCTM: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM NICTOYHUK METOOOB AHANWU3A: Normative documentation / Hopmatushas
AokymeHTauus I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOZ] MPOAYKTA KITMEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUWUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTtazonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENSA ®APMALEEBTUYECKOW CYBECTAHLIUW:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALUEBTUYECKOU CYECTAHLIMKU NPOU3BOAWUTENA
Mo: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanueH Munaer MoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOMIBOAUTENA ®APMALIEBTUYMECKOW CYECTAHLIUMU: Germany / epmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudukaumm PesynbTtarhl

Microbial purity / Mukpo6uonoruuyeckas
yUcTOTa

Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml / AT
B < m

Ob6uee uncno aspobHeix GakTepuit He Gonee 1 02 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10' CFU /ml /
O6Lwee yncno gpodoKeBbIX U NNecHeBbIX rpubos He Gonee 1 01 KOE/mn <1 CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtctBue B 1 Mn

Absent / OTcyTtcTBylOT
Staphylococcus aureus Absence in 1 ml/ Otcytctene B 1 mn

Absent / OTcyTcTBYIOT
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 pnakoH TEMHOro
cTekna C HaBMHYMBAEMOW NONUNPONUNEHOBON
KPbILLUKOW CO BCTPOEHHOW NUMNETKOW U3 CTekna Tuna
3 (EBp. @©.) n 6pombyTUNKay4yKa.

Mo 1 donakoHy C MHCTpyKUMei no

NPYMEHEHWIO B NaYKy KAPTOHHYIO.

Complies / CooTeTcTByeT

Labeling / MapkupoBka According to Normative documentation. / B

COOTBETCTBUU C HOPMATUBHOW
OOKyMeHTauuen. Complies / CootBeTCTBYET

3/4
IMP.5.11




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasasnbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWUMW KOl NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44858
MANUFACTURE DATE: / BATA U3rOTOBIEHUA: 06/2024 C.A | CEPTUDUKAT AHANU3A: 3416/24
ANALYTICAL PROC. N°: / TPOTOKOIT AHATIU3A Ne: SRAS-OWACRV.2 EXP. | CPOK rOOHOCTMW: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOAOB AHAMNU3A: Normative documentation / HopmaTtusHasn
pokymenTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA, MPOLYKTA KITMEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcuMerasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMY ®APMALIEBTUMECKOU CYBCTAHLIUW MPOU3BOAUTENSA
FNo: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLIUMK: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanmed MuHaen TM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIMU: Germany / lepmatus

TESTS SPECIFICATIONS RESULTS
MokasaTtenwu Cneuundmkaumm PesynbTaTthbl

Storage / Xpanenue: At temperature below 25°C. / [pu TemnepaTtype He Bbiwe 25°C.

Shelf life / Cpok rogHocTh: 3 years (-1 month) / 3 roga (- 1 mecaw)

REMARKS / lNpumevaHue:
The Product conforms to ND/
MNpoaykT cooTeeTcTBYeT TpeboBaHuam HI

BATCH REMARKS / lMpumeyvaHue ansa 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. / [aHHbIM CBWAETENbCTBYIO, YTO AaHHasA NapTva nposepeHa B
COOTBETCTBUM C paspelleHNeM Ha MapKeTWHr u EBpPOMErckMM pyKOBOACTBOM MO Hajfnexawlei npov3BOACTBEHHOM
npakTuke Ans nekapcTBeHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: C/j
Sonia Chainho WO,
M. Ines Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULLO: ()4
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