SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNU3A rOTOBOIO NPOLOYKTA

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

ARTICLE CODE / BHYTPEHHWU KOJ MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45497
MANUFACTURE DATE: / JATA U3TOTOBNEHNA: 11/2024 C.A | CEPTUDUKAT AHAIIU3A: 6178/24
ANALYTICAL PROC. N°: / TIPOTOKOIT AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOHOCTHW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbBIA UCTOYHWK METOO0OB AHATMNWU3A: Normative documentation / HopmaTusHasi
[okymeHTauma M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI/ KOR NMPOQYKTA KIMUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWUE ®APMALIEBTUMECKOWU CYECTAHLMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna rugpoxnopug, MHH: OkcumeTtazonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPON3BOAUTENS ®APMALIEBTUMECKOW CYBCTAHLUN:
24010263

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU ®APMALIEBTUYECKOU CYBCTAHLUNX NPON3BOAUTENA
Mo: 23202119

AP! MANUFACTURER NAME / 3
HAMMEHOBAHMWE NPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLIUN: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanueH MunaeH M'moX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOONTENA ®APMALEBTUYECKOWU CYECTAHLIUU: Germany / ['epmaxus

TESTS SPECIFICATIONS RESULTS
MokasaTenwu Cneundukauumn PesynbTathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / [po3spayHbiin
UNU nNoyYTW Npo3payvHblA  pacTBOp OT MOYTU
6ecupeTHOro fo cnabo-xenToro uBeTa.

Complies / CooTBeTcTBYET

Identity/ MopnuHHoOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTaszonuHa ruagpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochioride
standard solution obtained in the Assay test. /
Bpems yaepKnBaHMUST OCHOBHOrO nNUKa Ha

XxpomMmaTtorpaMmme UCrnbiTyeMoro pacteopa 4OJXKHO Complies / COOTBeTCTByeT
COOTBETCTBOBAThL BpEeMEHU yaepxunsaHusa

OCHOBHOTO nuka Ha XpomaTtorpamme
cTaHaapTHOro pactsopa OKCUMEeTa3onuHa
rmapoxnopuaa, nonyyeHHon npu

KOnn4yecTBeHHOM onpeaeneHun.

Benzalkonium chloride / BeHzankoHus 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
yAepXMBaHMs OCHOBHOTO Nuka Ha xpomatorpamme | Complies / CooTeetcTayeT
UCMbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHN YAEPXUBAHWS OCHOBHOMO NUKa Ha
Xpomarorpamme CTaHZapTHOro pactBopa
OeH3ankoHust  xnopuaa,  NONyyYeHHoW  npu
KONMUYECTBEHHOM onpeaeneHunu.

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

suspension l/purified water. / Onanecuerumns Complies / CooTaeTcrayeT

npenapara He [onxHa npeBbILaTh
onanecueHUntio 3TanoHa cpaBHenus |/Boabl
OYULIEHHOWN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATI3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu Ha3anbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOf, NPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 45497

MANUFACTURE DATE: / JATA U3IFOTOBINEHNA: 11/2024

C.A | CEPTUOUKAT AHATWN3A: 6178/24

ANALYTICAL PROC. N°: / NPOTOKOIJT1 AHAJTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOQHOCTWU: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbI UICTOYHUK METOOOB AHANWU3A: Normative documentation / HopmatusHas

pokymeHTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL, MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetazonuHa rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUW NMPOU3BOOUTENA ®PAPMALEBTUYECKON CYECTAHLIUN:

24010263

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU ®APMALIEBTUYECKOWU CYBCTAHLINW NMPON3BOOWUTENA

rNo: 23202119

AP MANUFACTURER NAME /

HAMMEHOBAHMWE NPOU3BOAUTENSA ®APMALEEBTUYECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /

3urchpug PapmaXemukanued MuHaeH MbX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPON3BOOMTENA ®APMALEEBTUYMECKOW CYECTAHLMU: Germany / Fepmanuns

TESTS
Mokazarenu

SPECIFICATIONS
Cneuundomkaumm

RESULTS
Pesynbratbl

Color / LiBeTHOCTbL

The product should be colorless or be comparable
to reference solution Y7. / lpenapat gomxeH ObITb
GecuBeTHbIM WMW BblAEPXKUBATL CPaBHEHUE C
3TanoHom Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OtHocuTenbHas

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

nnotHocTk (d 20/20) 1.007
pH From5.5t06.5/0715,5806,5
6.0
Osmolality / OcmonsnsHOCTb From 270 to 330 mOsmolkg / Ot 270 po 330
mOcMmonb/kr
283
Relative impurities / PogcTBeHHbIe NpumMmecu
Impurity A (hydrolysis product) / Npumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponnsa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EguHu4Hasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTMhMUMPOBaHHas NPUMECH
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonmyectBeHHOe onpeaerneHue
Oxymetazoline hydrochtoride / From 237.5 to 262.5 pg/mL of oxymetazoline
OxkcumeTasonunHa rugpoxnopua hydrochloride/ Ot 237,5 no 262,5 mkr/mn 2496
OKCMMETa30nuHa ruapoxnopuaa. ’
Benzalkonium chloride / BeHsankoHus xnopua From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 no 55 mkr/mn GeHsankoHus xnopuaa 47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUU KOJ, NPOQYKTA: 704531 BATCH Ne / NAPTUA Ne /: 45497
MANUFACTURE DATE: / OATA U3rOTOBINEHUA: 11/2024 C.A /| CEPTUNO®OUKAT AHAINUNU3A: 6178/24
ANALYTICAL PROC. N°: / TPOTOKOJT AHATIU3A Ne: SRAS-9WACRYV.2 EXP./ CPOK rOAHOCTW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHLIM UICTOYHUK METOOOB AHAJNN3A: Normative documentation / HopmaTusHas
AokymeHTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA MPOOYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOMW CYECTAHLIMWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopug, MHH: OkcumerasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW/ NPON3BOAWUTENA ®APMALIEBTUYECKOW CYBCTAHUUU:
24010263

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYMECKOW CYBCTAHUWUWN NPOU3BOOUTENA
Mmao: 23202119

APl MANUFACTURER NAME / :
HAMMEHOBAHUE NPON3BOOUTENA ®APMALIEBTUYECKOU CYBCTAHUMMN: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanven MunaeH Mi6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOONTENA ®APMAUEBTUYECKOU CYECTAHLUWUWN: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuundcomnkauum Pe3ynbTarhl

Microbial purity / Mukpobuonorudeckas
yucrorta

Total aerobic microbial count (TAMC)/ Not more than 10 CEU / ml /
Y <1 CFU/ml
O6wee uncno aspobHsix GakTepuii He Gonee 10> KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10' CFU /ml/
Ob6Luee YNCo APOHOKEBBIX U MNECHeBbIX rpubos He Gonee 101 KOE/Mn <1 CFU/mi

Pseudomonas aeruginosa Absence in 1 ml/ Otcytctaue B 1 mn

Absent / OtcyTtcTByOT
Staphylococcus aureus Absence in 1 ml/ OrcytcTeue B 1 mn

Absent/ OtcyTcTBytoT
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 MONUNPONUIEHOBOW
KPbILLKOW CO BCTPOEHHOWN NUNETKOW U3 CTeka tuna
3 (EBp. ®.) n 6pombyTUNKayuyka.

Mo 1 cpnakoHy ¢ MHCTpyKUMEl No

NMPUMEHEHMIO B NAYKY KAPTOHHYIO.

Complies / CooTtBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMAaTUBHOMN
AOKyMEeHTaumen. Complies / CooTBeTtcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, SA.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJTIN3A TOTOBOI'O NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA, NPOAYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 45497
MANUFACTURE DATE: / DATA U3IrOTOBJEHWA: 11/2024 C.A /| CEPTU®UKAT AHANWN3A: 6178/24
ANALYTICAL PROC. N°: / MIPOTOKON AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOQHOCTW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbI UICTOYHUK METOOOB AHAINW3A: Normative documentation / HopmaTusHas
AokymeHTauna M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOWU CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumerazonuHa ruapoxnopun, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPON3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLNI:
24010263

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOW CYBCTAHLUWU NPOU3BOONTENA
rMo: 23202119

API MANUFACTURER NAME / 5
HAUMEHOBAHUE NPOU3BOANTENA ®APMALEEBTUYECKOU CYBCTAHLMWUMN: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaxXemukanueH MuHaeH MmbXxX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOONTENA ®APMALEBTUYECKOU CYBCTAHLIUWU: Germany / 'epmanua

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneumndukaummn PezynbTarthbi

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

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

REMARKS / lNpumeyvaHue:
The Product conforms to ND/
MpoayxT cooTBeTCTBYET TpebosaHuam HJ

BATCH REMARKS / NpumeyaHnue ansa cepuu:

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 CBUAETEnbCTBYIO, YTO AaHHAas napTus NPoBepeHa B
COOTBETCTBMW C paspelleHUEeM Ha MapKeTuHr u EBponedckum pyKOBOACTBOM MO Haanexalled npovu3BOACTBEHHOW
npakTvike ANS NeKapcTBEHHbIX MPOLYKTOB.

7 - £
ANALIST/AH?""T"K: DECISION / 3aknioueHue: //}Z’w‘/‘&’—‘!f
Debora Almeida
DATE / flara: /121254
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULO:

/
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