SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasnBuH® kannu Ha3sanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUMN KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44908
MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 06/2024 C.A/ CEPTUDUKAT AHAJU3A: 3449/24
ANALYTICAL PROC. N°: / MTPOTOKOIN AHATNN3A Ne: SRAS-9WACRV.2 EXP. / CPOK FrOAHOCTMU: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbBIN UICTOYHUK METOOOB AHANMW3A: Normative documentation / Hopmatngnas
AokymenTauuns I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ NPOAYKTA KIMMEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOU CYECTAHLMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuua rugpoxnopua, MHH: OkcumerasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOOUTENA ®APMALIEEBTUYMECKOW CYECTAHLUNMN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIUN MPOU3BOAUTENS
Mo: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHMWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBECTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanuerd MunaeHn MTmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPON3BOANTENA ®APMALEEBTUYECKOW CYBCTAHUMM: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
NokaszaTenun Cneuundukauum Pe3ynbrarhl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospayHblit
WAU NOYTW NpPO3payHblii  pacTBOp OT MNOYTH
6ecupeTHOro Ao cnabo-xenToro LpeTa.

Complies / CooTBeTcTBYET

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuBaHus OCHOBHOTO nNuka Ha

XpomaTorpamme UCNbiTyeMoro pacrtasopa goJmkKHO Complies / COOTBeTCTByeT
COOTBETCTBOBATbL BpeMeHu yaepxusaHusa

OCHOBHOIO nvka Ha Xpomartorpamme
CTaHAapTHOTO  pacTBopa  OKCUMETa3onuHa
runapoxnopuaa, nonyJyeHHoli npu

Konn4yecTBeHHOM onpejenennn.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xnopug 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
YA@PKNBaHWUA OCHOBHOTO NUKa Ha Xpomatorpamme | Complies / CooTeeTcTByeT
UCMbITYEMOro pacTsopa AOMKHO COOTBETCTBOBATE
BpEMEHU YAEepXWUBaHWS OCHOBHOrO nNuKa Ha
Xpomartorpamme cTaHAapTHOro pacTsopa
GeHsankoHMss  Xnopuaa,  MOMy4YeHHOW  npu
KONIMYECTBEHHOM onpeaeneHnn.

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

suspension l/purified water. / OnanecueHuus Complies / CooTseTcTRyeT

npenapara He AOIKHa npesbILLIATH
onanecueHUUIo 3TanoHa cpaBHeHus |/Bogbl
OYULLIEHHOM.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO MPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuMH® Kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWM KOf MPOAYKTA: 704531

BATCH Ne / TAPTUA Ne /: 44908

MANUFACTURE DATE: / JATA U3rOTOBMNEHUA: 06/2024

C.A | CEPTUOUKAT AHANMU3A: 3449/24

ANALYTICAL PROC. N°: / MTPOTOKON AHANWU3A Ne: SRAS-9WACRV.2

EXP. / CPOK FOQHOCTMU: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METO[IOB AHAIU3A: Normative documentation / HopmartusHas

pokymeHTaums I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA MPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYBCTAHUWUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTazonuHa rnapoxnopua, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUK:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLUU NPOU3BOAWUTENA

rno: 23120292

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOAUTENA ®APMALIEBT

3urcppun PapmaXemukanued MuHaeH 'm6X

WYECKOW CYBCTAHLWM: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALEEBTUMECKOW CYBCTAHLIMKU: Germany / [epmaHus

TESTS
MokasaTternu

SPECIFICATIONS
Cneuundomkaumm

RESULTS
PeaynbTtaTthbl

Color / LBeTHOCTb

The product should be colorless or be comparable
to reference solution Y. / Mpenapar aomkeH ObiTb
6ecLuBeTHbIM WUNW BbIAEPXWBATL CpasHeHue ¢
aTanoHoMm Yz.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHOCUTENnbLHaA

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

nnotHocTk (d 20/20) 1,009
pH From5.5t06.5/075,5806,5
5,9
Osmolality / OcmMonAnbHOCTb From 270 to 330 mOsmolikg / Ot 270 po 330
mOcmonb/Kr
279
Relative impurities / PoacTBeHHble NpUMecH
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He Gonee 0,5 % <LlD
(npoaykT ruaponumaa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHudHas Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTUULMpPOoBaHHAA NPUMECH
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecrtBeHHoe onpeaenexue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonuHa rmgpoxnopua hydrochloride/ OT 237,5 go 262,5 MKr/Mn 248.2
OKCUMEeTa3onuHa rnapoxnopuaa. ’
Benzalkonium chloride / BeHsankoHus xnopua From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 go 55 mkr/mn 6eHsankoHus xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOL, NPOQYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44908
MANUFACTURE DATE: / DATA U3rOTOBINEHUA: 06/2024 C.A/ CEPTU®UKAT AHATIU3A: 3449/24
ANALYTICAL PROC. N°: / TPOTOKOMN AHATU3A Ne: SRAS-SWACRV.2 EXP. ! CPOK MrOAHOCTW: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN MICTOYHUK METOAOB AHAMNU3A: Normative documentation / Hopmatushas
AokymeHTauus 1N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl MPOLYKTA KIMEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYBECTAHUWKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuxa rugpoxnopug, MHH: OkcumetasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLMMN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOWU CYECTAHLUMU NPOM3BOAUTENA
ro: 23120292

APl MANUFACTURER NAME / :
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urgppun PapmaXemukanued MungeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYECKOW CYECTAHUMUWN: Germany / Fepmahms

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudukaumm Pesynbrarhl

Microbial purity / Mukpo6uonoruueckas
YucTOTa

Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml / EEUs
B < FU/m
ObLuee 4ncno asapobHbix GakTepuin He 6onee 102 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml /
6
O6uwee yncno ApoXoKeBbIX U NNECHEBbIX rpuBos He Gonee 101 KOE/Mn <1 CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 Mn
Absent / OtcyTcTeyloT
Staphylococcus aureus Absence in 1 ml/ OTtcytcTeue B 1 Mn
Absent / OtcyTcTRylOT
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 npenaparta Bo prakoH TEMHOro
cTeKa C HaBUHYMBAeMoOW NONUNPONUNEHOBON
KPBILLKOWM CO BCTPOEHHOM NUNETKON U3 cTekna Tuna
3 (EBp. ®.) n 6pombyTunkayyyka.

Mo 1 pnakoHy ¢ MHCTPYKLMEN NO

NPUMEHEHUIO B NAYKY KAPTOHHYIO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B

COOTBETCTBUWN C HOPMATUBHOM
AOoKyMeHTauuen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®WKAT AHANU3A FOTOBOIO MNPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUM KO[l NPOOYKTA: 704531 BATCH Ne / MAPTWA Ne /: 44908
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 06/2024 C.A | CEPTUOUKAT AHAJNU3A: 3449/24
ANALYTICAL PROC. N°: / MTPOTOKON AHATTU3A Ne: SRAS-9WACRV.2 EXP. / CPOK FOAHOCTMW: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOOOB AHAINWU3A: Normative documentation / HopmaTtusras
aokymentauwst [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL NPOAYKTA KINUEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALEEBTUYECKOW CYBCTAHLUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rmapoxnopua, MHH: OkcumeTa3onuH "
AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUN NPOU3BOAUTENA ®APMALIEEBTUHYECKOMW CYBCTAHLNU:

23202119
FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYECTAHLIUA NPOU3BOAWUTENA

rN®: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOAUTENA ®APMALEEBTUYECKOWU CYBCTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanued MuHaeH m6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA MNPOU3BOAUTENS ®APMALIEBTUMECKOWU CYECTAHLIWK: Germany / lepmaHns

TESTS SPECIFICATIONS RESULTS
MokasaTenu Creuundukauumn Pesynbrarthbl

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

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

REMARKS / lMpuMeyaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYeT TpeboBaHusamM HJ

BATCH REMARKS / lpuMeyaHue ansi cepum:

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 CBWAETENLCTBYIO, YTO AaHHasA rnaptua nposepeHa B
COOTBETCTBMM C paspelleHMem Ha MapkeTwHr 1 EBponeiickiM pyKOBOACTBOM MO Hagnexalluei npon3BOACTBEHHOM
NpaKTUKe AN NeKapcTBEHHbIX NPOAYKTOB.

ANALIST / AHanuruk: . A ™ i

el DECISION / 3aknioueme: )“f oo/
DATE /flara: ) /06 / 2024

Jodo Melo QUALIFIED PERSON / OTBeTcTBEHHOE NULLO:
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