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CERTIFICATE OF ANALYSIS

| CEPTHOHKAT AHAJIH3A

KOJHYECTBO, KOPOBA*

[PRODUCT / TIPOAYKT NUROFEN® EXPRESS, gel 5%, 502/ | CERTIFICATE OF
HyPODEH® 3KCNPECC, ANALYSIS /
redh 1A HAPYXHEOTO NIPHMEHEHNHS, 3 %o, | CEPTHOHKAT
_ Sk AHAJTH3A
ACTIYE INGREDIENT/ ibuprot'en 5%y - ué:.'npoq;cn 5 % SKU code/ 3000544
AKTHBHOE BEIWECTBO SKU namep
BATCH { CEPUA ADT52% DATE OF MANUFACTUR]NG." JATA 06-2022
NPOM3IBOJACTBA
QUANTITY, CASES*/ 1029 EXPIRY DATE/ 06-2025

AATA OKOHYAHHSA CPOKA
roJHOCTH

NORMATIVE DOCUMENT
VERSION/ HA

I NO15794:01-270720 with variations 1-2 app 2021-11-29
Tl NO15794:01-270720 ¢ HIM. 1-2 yTe. 2021-11-29

API MANUFACTURERS,
COUNTRY/

- ———

Solara Active Pharma Sciences Limited {ex-Shasun Chemicals and Jrogs Ltd}, India

NPOHIBOANTEIH
CYBCTAHIIHHY, CTPAHA
RESULT RESULT
TEST SPECIFICATION PEIVABTAT  PESYILTAT
TECT? CIELNHOUKALUMA Process batch/ Process batch/
I[POHIBOAL] BEHHA Npon3BDICTBCHAA
A noace] st 5 moacepHsa
10016€51 10018862
Transparent or slightly opalescent colourless
Description/ hog&::}g:;?ﬁ gel ::‘hﬂzmﬁagﬂ%ﬂﬁ“ﬁ?r :f lligprggyl Compl es/ Complies’
Onsicanue cohol Tpoapaiusli i # i CooTeeTt TBYeT CoDTRETCTRY ET

GecLpeTiLii omIopOaHLIH Tek © KapaKTepHbIM
3anaxoM HIDNPOTHTOBOTO CAKPTA

The average mass of 10 tubes content should be not less
than the label claim. The mass of content any individual

Average mass of tube
contents/

Macea CofepRHMOro
YNAKOBKH

Viscasity /
BRIiKoCTh
pil

Related substances/
Poacruennbie npumech’

tibe should be not less than 90 o4 of the claimed.
Cpentee 3HA4EHHE MACEH COUSPAEMNUIY 10 y naKoBOK
He AGMKHO GBITh MeHEe ) KA3ARHOTO 11a ITHKETKE.
Macca colepkumMoIo K M0 oTACABHOR YNAKDBKH

Camplies?
CooTBeTCTBYET

Comp ies’
CooTpeT :TBYET

nonxHa GuTh HE MEHEE G0 % OT yKasaunoi na

ITURETKE
) 29,728¢Ps 29.931cPs
18,000 to 30,000 ¢Ps ¥ 18 000 0 30 000 cma 297 Seua 2993 1¢13
T2 7.2
551075 01550075 72 72




TEST
TECT!

Ibuprofen/
Héynpodenua

Benzyl alcohol/
Bemanaosoro cnupra

Microbiological purity/
MugpoGuoaornveckan
qucTora’

Total aercobic bacterial/
Obwmee uncno a3podHeix
MUKPOOPIAHH3IMOB
Total Fungal/OGwmee

uHcnoe ,npomcal.lx o
naecHerLIX rpudon

Pseudomonas aeruginosa

Staphylococcus aureus

" Packaging/
YNakoBxa
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RESULT RESULT
SPECIFICATION PEI¥JALTAT 'PlEH'Jle.'.\T
CNELHPHKAIKSA Process bateh/ Process batch/
NPOHIBDAC BEHHA MPOHIBOACTBEHHA
@ moace ma n noacepHn
10016851 10016862
2-(4-Formylphenyl)propionic acid (BTS 61064) net A
' 0.0% 0.0 D
more than 0.5%  2-(4-dppruadennn)nponnotiosas 0.0%% 0.0% I
kucnoTa (BTS 61064) wue Booce 0,5 ®o . w
2-[4-{Hydroxy-2-methylpropyl}phenyl]propionic acid
" (BTS47712) not more than D.5% 2-[4-ruapokcu-2- 0.0 1.0%
steTH Iupeurn e Jiponohosas kucnota (BTS 0,0% 0,0%
47712) He 6anee 0,5 %o
2-(4-[sobutyrylphenyl)propionic acid (BTS 47711)- not 0.0° 0.0%
more than 0.5%  2-(4-k306yTupundennn)nponHoHesan 0 D“: 0.0"
kvcnota (BTS 47711)  we Boace 0,5 % ¥ L=
- 4-Isobutylacetophenone (B18§ 40655) not more than 0.0% 0.0%
0.5"¢ 4 06y tunauetoderon (BTS 40655) He 0'0% 0‘0%
Gonee 0,5 %o ¢ !
Total impurities - not more than 1.0%a Cywmaa 0.3% 0.4%,
npuveceRt  He fionee 1,0 % 0,3% 0,4%
o 0
Benzaldehyde nol more than 0.3°¢ Bensaneierua 9.0% 0'0:"
0,0% 0,0%
He Boaee (L3 04
NMT 10 2CFUperlg. nebonee 10 2KOEnlr Complics Complies

Coorsere B €1 Coorsetcrsy et

NMT 10 1 CFiiperlg mneGoree 10~ KOEBI T Complits Complies
Cootpercipyer CooTaetcTBVeT
: ) Complirs Complies
AHENEEIE) g et | § Cootperc:pyer CooTBeTcTBy €T
. Complits Complies
1
Absent in 1 g oTcy TeTRHe B 1 T npenapata BaieH i e

50 g of gel i1 an aluminium tube coated
50 g of gel in an aluminium tube coated with epoxy- with epoxy: phenol lacquer layer on the
pheno! lacquer layer on the inside, with 1 polyethylene inside, 1/ith a polyethylene cap.
cap. One tube it placed into a earton along
One tube 1s placed into a carton along with patient with patient information leaflet. - ITo 50
information leaflet. [lo 50 r rena B ANIGMUNHKERYI0 T reNd B 21K M UHUEBOR TyGe, MOKPEITOH
TyOy, (UKPBITY K0 HIH) TPH CHOEM INOKCH(EHONBHOTO H3H} TPH CIOEM FNOKCHPEHONLHOTO
naxa, ¢ nonHITHAEHOBOH xpetinxofl. Oasy TY 6y naka, ¢ N0 THATHAEROROH KpHILIKoil.
MOMCLIBIOT B K4PTONIY I KOpobry BMeCTe ¢ Onna Tyl NOMEUICHE B KAPTOHHY KO
WHCTP) KuMeH no NpUMEHEHHIO. KOPOOKY | MECTE C HHCTPYKUHER No
NPHMEHEHHIO,
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RESULT RESULT
TEST SPECIFICATION PE3IYJbLT T PE3YJbLTAT
TECT? CHEUHOHKALHA Process bat:h/ Process batch/

NPOX3IBOACTE :HHA NPOHIBOACTBEHHA
fl noacepu A NOACEPHR
10016861 10016862
Labelling/Mapxaporxa Hane yMakoBke (Tva) HA pYCCKOM A3MKE Ha neposus akoske [Ty
YK . TOPropoe HAHMEHD BAHKHE 1IPCIIEPATA C© PYCCKOM 53 ,IKE YXalaHO: TOPraRoe
apeny npeuTETHH Of MapkuposkoH ® (1ySaupyercs na HAHMEH! IBAN e Npenapate ¢

BHTTTHHCKOM A3bIKE C LIPEUY IPEAHTENBHOH npeny npeny eanHol Mapruposkofit £

2
MapKHPOBKOH] 7}, MY HAPONHOE HENATEHTOBAHHOS (aySanpyerc) Ha QHFIHACKOM AIbIKE ¢
HAHMEHOBRHHE, JICKAPCTHEHHY 10 GOPMY H N0IMPOBKY, NPCAY NPEAHT :ThHOMA MapkKRpoBkof ¥),

COCTaB (HasBaMMe U CO.[EPAAHAE AKTHBHOTQ BEWLECIBA B MEWAYHAPO IHOE HENATEHTOBAHKDE

100 r rens v GCpCuCHL BCNOMOIGTCIIBHBIX BEWECTE),  HAWMEHORAHH 2, NEKAPCTBEHHAA Bopra
NOKAIAHHA K NPHMEHCHHIO! H JOIHPOBI &, COCTAB (HAIBAHME H
«[TOKA3AHHS K MMIPUMEHEHUIO: Meiicuras COMEPKAHHE A [THRHOMO BewecTea B 100
601b, Gons B coune, apTPHTEL, G0N NpH Noppexaelnax T FEAA HIEP: 4EHD BCHUMOTETEABHBIX

CBHI0K M PACTAXCHHAX, CNIOPTHBHEIC TPABMSI BCUIECTR), NO (AIAHNA K IPHMEHCIIHIO:
HespanTya.», cnocod npuMencHna: « Bunmatensio «TOKA3AH 18 K TPUMEHEHHIO:
HIPDYTHTC KHCTPYKIUHIO NERE:L NHEMOM TIpernaparta. MuiusesHa 1 601ab, 60b B CHHE,

CroCOB NMPUMEHEHMA: apTPHTLL, B1 b HPH HOBPEKATREHAX

Toneko wwin Hapyxnoro nprvcncins. Hypodien™ LRIPC ST PUCE NEESIINNG S DR SRR IUIE

DKCNpece Tek BA3HAYAI0T BIPOC.ILIM H JETAM Crapiue st e “;"p"‘”"“”"’f criocab
14 ner. ITpH MepBOM HCMANEIORAHHH THIGHKA: OTKPHIB "P"‘\'e"eﬁ"“' [ AL I ORI
KpuIUIKY, IpoDepLTe, Y10 npesoxpaiHTenbuas Gorsra TR SUII TIEHER TPRCKIOM

Ha FUPAOBHHC TIODHEa He noBpexieHa. BekpohTe penapara.
foaery, HanapaHBan Ha lee suewnel cTOpoOHo Criocos NPUMEHEHHAS:
KPbILIKH. Bklﬂﬂﬂ HTE W3 Tfﬁﬁnka Ha PYRY 4 10 em TCUN:KO ANA | apYKUOTO NPUMENEHHA.

npenapara (3xessanenTio npubnusHTensho 50 125 Hypoden®™ 3 cnpece rens naznauaor
MP UBYNIpOdEeHa) U akky PaTHO BOTPHTE Feflk B KOWY 10 BIPOCTEIM H 4 :TaAM crapwe 14 aer. [Tpu

MOAOro BNHTLIBAHHA. Cpaay necac NPHMEHCHNA NEPBOM HE 10h30 BAHUK THIOGHKA!
npenapata HeoBXo,1MMO BEIMEITE PYKH. OTKPLIB KP' dWKY, NPOBEPLTE, YTO
TorTopi0 HCNONLIOBATEL NPENAPAT CASAYET He paHee, NPEI0XNA IHTEARHAR (OISR Ha
ueM yepes 4 yaca. He cnenyer npusensts reas Gonee ropiiosuie T 00KKa HE MOBPENUWEHa,
HeThpex pad B TeveHue 24 yacos, MakCHMAnsHAR Hckpoltte do thry. HAJABAHEAR HA Hee
cyTouHas nos3a 500 mr, BHEWNEH CTOPOHOR KpPbILIKH,
EC/IH B TEYeHHE 2-X HELE!L HCIIB30BEHHS NpCnapara Brinarure 1 TioGHka Hapyky 4 10
CHMNTOMBI COXPAHAIOTCS MK YCYTYGNAOTCS, CM MPena 2aTa (IKBHBANEHTHO
HEOGXOZHMO NPEKPAIHTL JieYeHKE M DOPATHTACH K npuba3l renbHo 50 - 125 Mr

Bpauy. He npesriaitre yxasaimyio 103y.», ycnonHa HOYMpoden: ) i aKKkYPaTHO BOTpHLE
XPaHEHNH, YLIOBHA OTNYCKE, KONHYCCTBO npenapara » ré—”b B KOy 40 TI0NHO0T0 BIVATLIBAIHA.
ynaxoBKke [B T), Npesy NPeaHTENLIILIE HAMHCH: Pa3y NOCHE IIPHMEHEHHA NpCHupara

«XPAHHWTB MPEMAPAT B HEAOCTYIMTHOM JUJIS HEOGXOL MO BEIMMTL Iy KH.
JETEH MECTE.», naanuen: « IBOHHOE TMOBTOPHO ¥ CIUNIBICEATE NPCTIAPET
JIEMCTBHE®, «otiesfioniaalnmees, CheqyeT He pal ge, yen yepes 4 yaca. He
«NPOTHBOBOCNATHTENLICEN, HA3BAK HE K ALpeC BHPMbI- CHEAYET 11 JMMCHSTB renb Gonce
NPOHIBOAMTENS, HATBAHNE, JIPEC H NOFOTHN (rpadH ka YETRIPEX i3 b TeueHHe 24 4acos.
+ TEKCT HL AHINHHCKOM A3BIKE) GHPMBI-BAALENbUA MakcrmansHe A cyTounas o03a 500 mr.
PErHCTPALHOHHOMN YIOCTOBEPEHHA, HOMED CEpHIH N Ecau B 1euyenHe 2-x nenein
Jaty UKOH4AHHA CPOKA FOJHOCTH, rpaguyeckHe HLOONL30BAN! § NPENANATA CHMATOM bl
BNEMEHTR AK3IaHHA Y NaKOBKH, BAOIMOKRO HATH KE COXPANSIOT % KK yevrvbaaoTcy,
BHY TPHIPOHIBOACTEE HHbIX KDAOB. HCOGXOMMME MPEKPATHTH NEYEHHE U
HHa BropHyHOf YNaKoBKe (KAPTOHHAR nAUKA) HA oGpaTuTLCd k Bpauy. He npeawiuaiite
DYCCKOM A3BIKE YKBIbIBRIIT; TOPFUBUT HANMCHOBEHUE  YKABAHHYK) /10 3Y.%. YCIDBHA XPAHCHHS.
npenapata ¢ NpeaynpeAuTEnsHOi MapKkupobKoil ® YCNIOBHA § TIYCKE, KOJMHYECTBO
(AyDiHpYEICH 18 AHINIHICKUM H3BIKE C npenapa a R yNakoBke (B r),
npeaynpenkTentHolt Mapxuponxoii ®), Mexayuapaanoe TIPEAYNIPE, HTEIbH 5¢ HAXIIKCH!
HELATEH TOBAHROE HEMMCHOB2HUC (AyGnupyeTCa Ha «XPAHUTD [IPEMAPAT B
AHTIHEHCKOM A3bIKE), JCKAPCTBENILY KD GOPMY H HEAOCTY NHOM Ans JETEH

LO3HPOBKY, COCTAB (RAIH4HHC Y COACPAEHMC AKTHRHOTD MECTE.», | annucu: « IBOHHOE



SPECIFICATION
CINEUH®HKALIUA

BewiecTsa B 100 © renA ¥ Nepesenh RCMOMOTATENRHBIX
BELUIECTE). NOKUBHHA K NpHMeHennio: |

«MOKAIAHHWA K IMTPUMEHEHHIO:
. Meiweunan 6one
» Bonw B cnuxe
. ApTtputsl

. Bone npit noBpemaeHHAX CBAIOK K
PACTSIRE HHAX

-] CnopiuBHBIE TPABMBI
' Heepanruan
cnocol NPHMEHEHHA!

«CrnoCcobs MPUMEHEHHWA:

Tonske ans Hapy kHoro npuMerenks. Buusmatensno
HPOYTHTE HHUIPY KUKIO HIEPEL PHMEHEHHEM
npenapara. Hypoden™® Sxcnpece rent nainavaot
BIPOCALIN H AeTAM cTapwe 14 net. [pH neppom
HCNONL30RAHHH TIoGHKA: OTKPLID KPLILUKY, MPOBEPRTE,
YTO NMPEAOXpPaHHTENbHER Goabra Ha roprosiHe T OHKa
He nospexeHa. Bekpoitre oasry, HATaRTHRAA HA Hee
BHEW HeH cTOpOHOH KpuiWK K, Boiasyre n3 TIoGHKa Na
PYKY 4 - 10 oM npenapara (3KBHEANEHTHO
npuGansuteasHo 50 125 mr uGynpodena) n
AKKY PATHQ RATPHTE Iefih B KDXY 710 NANHOTO
pnaTeinanka. Cpady nocne npumensing npenaparta
HEOGX0ANMO BLIMEITE PYKH,

TTobTOpIO HCNONL30RATE NPENAPAT CICAYET HE PAHEE,
yea yepes 4 waca, He cneny or npusicHaTs rene Goliee
YeTplpex pas B Teyenue 24 vacos. Maxcumanehas
cyToMHax posa 500 mr.

Ecnu B TeueHue 2-x HEASAL HCMOALIOBAKHA NIPENapaTa
CHMNTOMBI COXPAHAIOTCH HAH Yy ryBnaoTes,
HeoBXOAHMO MPEKPATHTE ACYEHHE H ODPATHTECH K
spady. He npespiwalite Y kalagHY O 203y, 9, KONHYECTBO
Npenapara b YNakoBKe (R T), kKONH4ECTRO TYA B
¥TIAKOBKE, Npedy npeauTenshy1o Hanmes: « XPAHHTD
MPEMAPAT B HEAOCTYNHOM AN JIETEH
MECTE.», naanucn: « 1BOMHOE JEHCTBHE»,
«05e360HBaKINEEY, KNPOTHRORDCTANUTEN LHOEY,
«['eb Nerko HaHOCHTCA H BLICTPO BNHTLIBACTCA B
Ko%Ky .», « Hypothen® Dxcnpecc rens pkassiBacT
npojintoe nefictore: ofeaGonupaiowee 1
l’IpO‘l‘HBﬂBGC]’Ia.-'II'ITEIIbHﬂE. », YCNOBHE XPaHCHHA,
YCAOBHA OTNYCKA, HA3BAHKE H anpec DHPMbI-
SIPOHSBOAHTEIA, HUdBAHUE, aapec 1 avivTan (rpaduka
+ TEKCT HA anrnuiickonm Aisice) dupMBl-BlanensUa
PECHCTRAUHOHHOIO YOOCTOBCPCHHA, HUMED CEPHH
(«Cepua/LOT»), 33Ty HIrOTOBNEHKA
{«HzroToaneno/DOM »), LaTy OKOHYAHHA CPOKa
ranHocth («oneH no/EXPy), HoMep
PCTHCTPALKOKHOIO ¥ UOCTOBEPEHNA, WTPHX-KO,
rpaduaeckue INeMeHTs An3aliHa yNakoBkH, BOIMOKHO
HANKHYHE BHYTPHNPOHIBOLCTEEHHbIX KOAOB,
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RESULT RESULT

PE3IYJIb1 AT PE3YJIBTAT

Process balch/ Process batch/
NPONIBOACT IEHHA IIPOM3IBOACTBEHHA
A noxcep 19 Al TOOCEPHA
100168¢1 10016862

JEHCTBFE », ¢obcaboauBaLICE »,
WIPOTHBOBO CNANHTEN BLHOED, HA3BAHHE
H 8ApeC { APMBI-NPOHIBUAHTENS,
na3Balye, ar pec i NOTOTHN (Fpadika |
TERCT KS BH NHACKOM H3bIKe) (HpMbI-
D.IAAENE 1A PETHCTPARKOHHOIO
YAOCTABEPE KU, HOMEP CEPHH H 18T
OKOHYZ HHA CPOKA MOAHOCTH,
rpadHH4et KHe 1AM EHTH Anaiina
YMAKOBKH, E Hy TPHNPOU3RAICT BEHHRAIE

KOOkl
Ha BTopuyi off ynakoBke (xapTORHAR
DEYKE) HD )y COKOM H3BIKE YKE3aNQ:

TOrOBOE Hi MMEHOBAHHE [PCIIApaTa ¢
npenynpea iteauiol Mapkuposkoif *
(nv@inupyer g Ha aHrNKIACKON ZIBIKE C
npexynpeax rentioi MapkupoBkoi *),
MENIYHAP JIHOC HCTIATC HTOBEHHOC
nanMelta ke (ay 6anpyercs va
AHITHACKQ 1 A3BIKE), JEKAPCTBEHH AN
dopMma H o HpOBKA, COCTAB (HAIBaHHe
¥ COZCPKEE 4€ BKTHBHOI'D BELIECTHA B
100 r rens n nepexens
BULIUMC "ETENbHBIX BELUCCTB),
TIOKA3E HUA K MPHMEHEHHIO:

«[TOKA3A] WA K NTPHMEHEHHIO:
. Meiueynas Gone
. Bonw » cniune
. ApTpsThl

. Eont npu nospeskaeHnax
CEN1JK U DACTANXKCTHHAN

L CnOpTHBHLIE TpaBMbL
. Hespaaruan
CN0 200 RPHMEHEHUR;
«CTOC O [IPMMEHEHHA:

ToNkKO LA HAPY KHOTO NPHMEHEHHS.
Braarent 10 NpOUNTHTE HHCTPYKUKIO
MCPCA MP IMCHEHHEM 1 pLiapaTa.
Hypoden® Jkcnpece rens Haskauaior
BIPOCARIN H 1eTAM cTapwe 14 net. [Tpu
m:pBOM M 2MOAL30BAHHY TIOGHKA:
OTKPbIB K JbILUKY, IIPOBEPLIE, 4TO
npefoxyp IHHTEALHAA G076l Ha
rOPA0BHHE TIOGHKA HE TOBpEkKIEHA,
Bekpolite ¢ oabry, HagasHBan Ha Hee

BHEIWH: A CTOPOHON KPLILWIKH.
Buoinastite 13 TioBHKa Ha pyKy 4
cM npel apata (3KBHBANEHTHO
npubnusutennHo 50 123 mr
nGynpote 13) H AKKY PATHO BOTPHTE
TeNk B KOy A0 TMOAHOrD BOMTHIBEHH .

10



TEST SPECIFICATION
EEET* CNEUNHPHKALHKA

AUJIOJIHHT{:HL‘HQ HE YOARK0BKY MOWET GnITE HAKECEHA
HHGOPMAUHA ATTH AOHHTOPHHTA ABHKEHHA
JCKAPCTBCHHBIX NPENapaTns DT MPOHIBOAHTENR J0
Koledoro notpeGnrens.
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RESUL1 RESULT
PEIVJIbTAT PEIYJIBTAT

Process bat:h/ Process batch/
NMpOH3BDOCTE 'HHA NpOHIBOACTBEHHA
1 noAcepi A Al MOaCepHA
1001686) 10016862

Cpazy nocne npusenenn npenaparta
REVOX0, HMO BBIMBITE PYKH.

[MorTopHO | CRONEIOBATL Mpenapat
ClemyeT He padee, yem yepes 4 vaca, He
caeaver NAHMEeHaATs réan Sonee
YeTblpeX p 3 8 1edenne 24 yacos.
MakcuMansH A cyTotHas aoza 500 mr.

Eciin B evenne 2-x Hepenn
HCTIONBIOBAH 14 MPENApaTa CHMOTOMB!
COXPBHAKD % HAN yeyryGnamaTea,
HEOOXOAUMI NPEKPATHTL JEUellHe K
obparursex v Bpauy, He npeasiuraitre
YK&32HHY1) A03Y.», KOTHYECTBO
HpEnapa ra B yNAKDBKe (B 1),
Konuuec ‘8o TyS b ynakosxe,
HPEAYIPC AMTEABHAS RAIMHCh !
«XPAHIITB [TPETIAPAT B
HEJIOCTY MHOM JIAs JLETEA
MECTE.», rannuck: « 1IBOHHOE
JIEHCTBHME », «ofic3fionunaioiees,
«fIPOTHBOBC CnanuTensioen, «lens
AETKO H IHOCHTCA H BbICTpO
BOHTLIBAETCS B KOXKY.», « Hypoden®
JKCnpece re Ak 0KasbLiBacT nsokuoe
neicTeHe 0Ge300AWBAOLIEE H
NPOTHBOBOCI ANHTENLHOE. », YCHOBHA
XPAHEHHA, Y ! 0BHA OTHYTKE, HEIBHHHE
H aapec B pMbI-NPORIBOAKTENA,
HO3BAKME, QAP ¢ H oraTui (rpaduka +
TEKCT HA aHT! HHCKOM A3LIKE) PHPMLI-
BARANCTBL | PETHCT PALMAaHHOMD
YAOCTOBE JEHHA, HOMEDP CEPHH
{«Cepns/LO "»), n4Ta HIrOTORACKHA
(sH3roTo sneno/DOM»), aary
QKOHYEHHA C)oKa rogHacTH {«["oaeH
Do/EXPx}, 1K Mep perncTpalunouHoro
YAOCTOB! PCHHA, [ITRHX-KDJ,
rpaduueck 1& 3MeMeHTsl OM3aiiHa
YNAKOBKH, BH 'TPHNPOH3IROACTREHHLIS
KOOl
Ha ynakoaxy Hawecena HiGOpsaLKa
ANA MOH) TOPHHIa ABHIKEHH R
NEKAPCTRE THRIX NIPENapaTon T
TIPOH3BOA ATEAA A0 KOHEYROI'D

miTpeburens.
Shelf life / s L 3 o
Cpox romqHocTH years: 5 rofa years/ 3 roaa
Storage/Yenvons ok
XpaneHus Do not store above 25 “C : [Tpu Temnepaty pe He soiiwe 25 °C

Reckitt Benckiser Healthcare {UK) Limited, Dansom Lane, Hull, HUB 7DS, United Kingdom/
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Manufacture / Pexurr Benkmiep Xencxep (Benuxobputauun) Jluumutep. Jweom L lellw, Xana, HUR 7DS,
[Mponmieoantens  BenukoOputadus.

I hereby cerdfy that the above information is authentic and accurate. This batch has been manufactured, including packaging, labelling
and quality control at the above meationed site in full compliance with 1he GMP requirements of ¢he local Regulatory authority and with
the specifications in the Marketing Authorization of the importing country, The batch processing, packa ing and analysis records were
reviewed and found to be in compliance with GMP. | confirm that this hatch of medicinal product conforms with the registered QC
specification of mentioned Normatlve Dacument for the parameters tested. /HacToswny 8 moaTBCpA, 2K, TO HIGOPMALNA Bhile
BEPUAA 3 Tounan. Jalunag cepHa IEKAPCTOEHNOTO NPeNAPATA NPONIBEIElA, BRIIOYAN YALKOBKY, MAPK IPOBKY 1l KOHTPQIL KAYECTHA
Ha BhIWeyKA3aHnoll mpoteoacTsennoil naowanke B nonxoM cooreeTcreni ¢ GMP TpeSopanHAMN M 2CTHOMO 12KOHONATENLCTEA t
APErHETONPORANKEOI B CTpaHE| HalnAverma cncwigmiatirell, lansct Mo OPONIBOACTRY, YNAKOBKE EOHTPOMO KadyecTBa Guian
nposepent! ua npeamer coorsercrena GMP. Hl noaTeepazaio, MTO JAHNAR CepUA JIEKADCTHCNNO! © NPCOAPATE COUTBETCTBYCT
coeunduranyl YEaIAI0H DbIWwe HOPMAT HBHON AOKYMENTARNY N0 NPODEPEHHLIM TOKAZATETAM,

Date of release/nara swtiycin; Qualified Person,. .
Ayl LL Yuoanomoten
Date of CaA issue if different from date of

release!iaTa co3TaNNR CePTUPIKATA, ecan
OTANNIETCH OT 18Tl BLINYCKA !

" In the 'Quantity” cell the unit of measurement is cases. | case contains 144 consumer units/B rpage «KomiteeTson equsiu 9 1MEPeHilt ARISIOTCA Kopoba, B
onnoM xopoBe HaxoaNTeR |44 noTpeliTensCKIy YNAKOBKI

Related substances are only required to be tested dunng shell life. This test 15 not required at relense. The parameter co1 be missing in CoA. The company
guarantces quality of the product. / Hicrsmanns no nokaiaTento « POICTECHHBIS MPUMECHY OCYLECTBRAIOTCS B COOTBETUT AU © NPOIPaMMOol HECAEI0BAHYA
CTAONABHOCTH FOTOBOID IPOIYKTS B TEHLHNIE BCEFD CPOKR OAKOCTH N HE NPUBOINTCS NP BHATYCKE NERAPCTBEHNOIV npen pata Jawsifl nosaianes sower
OTCYTCTBOBATE B CCPTH{NIKATE BHANHIE NPOIIBGANTENR HA FOTOBMI MPUyKT KauecTao Npenapars 0o 3T0AY NOKAIATETH rapi HTipyeTes gupmolt.
~ ‘The parameters and limits in a cenificate of analysis may vary from the specification because of the difference betwe n release und shelf life limits. The
company guarantees quahly of the product. / [epeuens nokazatenell i HOPMEL!, NPHBSAERHBE B NOPMATHENON AOKYMENTAL W, COOTBETCTBYIOT NOKATATENAM W
HOpMaM CTCUNPIKALNI HL BECh CPOK TOSHOCTH. H MOTYT OTANYITECR T UCKWIATENET W HOPAT, MPEACTABIEHHSIX 8 CepTiidin ATE AANNGA, | K (IPOHIBOLHTEAEs
NICHOALIYIATCA ABE CREUNPHKALIN  CICUHQIKAUNS HB BRIMYCK 1 CIEWnDiGILIIg HA BECL CPOK 1DHOCTI
! As per Eur. Ph. 5.1.4 the acceptance cniteria for microbiological purity are interpreted as follows. 10*1 CFU maximal acceplable count 20, 10°2 CFU
muximal acceptable count 200, 10°3 CFU  maximal accepiable count 2000, ¢ B cootperciskn co cratiell Enp. @. <5.1 4> KpHTEpHi MpHesMAeMOCTE 413
MIKPOOIOIONIHECKOR YMCTOTL MHTEPUPETHPYIOTCE Chelyiottny o6patos: [0' KOE  makcHMantiio npiemaesoe komiect so - 20, 107 KOE - makcivansio
npueruiEnoe xomriecsso 200, 10° KOE  maxcomansho (ipieMaemoe kafiriecteo -~ 2000,

Possible abbreviations

B rpae «PexyALTATH MOTYT OBITL HCROILIDBRHLI CAETYIOLIIE D00IHA NS
ND = not detected = nixe npenena oSnapymemin

INQ = not quantified = 1we npenea KOAIIECTBEHHOTO ONpeaeneHns

NA = not applicable = ne npisase nino



