AVK Polypharm s.r.o.
ABK Hoaidapn c.p.o.

Priloha &. 6 / Tonosrenns Ne6

Rizeny dokument /
KonTtponsosaumii JOKYMEHT

Platnost od / Ununwuii Bix:

{7
Strana / Cropinka 1/ 1

Zména / Bapiant:
22.7.2022

Jakostni atest / Certificate of Analysis / Ceprudikar anamisy

Batch number / Sar¥e / Cepin: | 44006A
Manufacturing date / Datum vyroby / ata eupobrunTra: | 2024/03
Expiration date / Datum exspirace / Tepmin mpupatnocri: | 2027/02

Batch size / Velikost arze / Po3smip cepii:

3 042,00 kg / kr

Product type / Typ vyrobku / Tun NPOAYKTY:

Contex lubricant gel — Romantic 30 ml

Amount of product / MnoZstvi typu vyrobku / Kinbkicts mpoayxkry:

33 550 pes. / ks / .

Characteristics / Parametr /

Required values / Pozadované rozmezi hodnot

Result / Vysledek / Pesyabrat:
Value / Hodnota / 3nagvenns abo

XapaxkrepucTuku: / Bignoeinui sHauennn: BimoBiHicTs:
Weight of filling / Hmotnost néplné / (284-32)g/r 30,58 g . .
Bara nanosnenns: i’ Vyhovuje/Conforms/Bignozizae
Density of filling / Hustota nipIné / 1010 kg/m3

I'ycTHHA HamoBHEHHS:

(995 - 1015) kg/m? / xr/m?

Vyhovuje/Conforms/Binmosinae

Volume of filling / Objem naplng /
06’eM HanoBHeHHS:

30 ml/ M+ 5% (28,5 —31,5) ml / M

30,28 ml
Vyhovuje/Conforms/Binnosinae

pH of filling / pH naplng /
pH Hanopuenns;

5,0-5,5 .

5,20
Vyhovuje/Conforms/Bignosinae

Viscosity/Viskozita / B’ a3kicTs:

min. / Mig. 15 000 mPa-s / mITa-c

21 960 mPa.s
Vyhovuje/Conforms/Bixnoginae

Appearance / Vzhled / Tekcrypa:

homogenous / homogenni / romorexmumii

Vyhovuje/Conforms/Bignorinae

Colour / Barva / Komip: transparent/ ird / nposopuii Vyhovuje/Conforms/Binnosinae
Consistency / Konzistence / ; ; :
Ronenorenisiic gel / gel / rens Vyhovuje/Conforms/Bignosinae

Odor / Viiné / 3anax:

by the used aroma/ po pouZitém aroma /
BiAOBI HAI BHKOPHCTAHOMY apoMaTy

Vyhovuje/Conforms/B inoBigae

Taste / Chut’ / Cmak:

NA / nehodnoti se/ H/3

Vyhovuje/Conforms/Binnosinae

Microbiologic requirements /
Mikrobiologicky rozbor /
Mikpo6ionoriuni mokasHukm:

By to Table 5.1.4-1 in the Czech Pharmacopoeia,
2009/ Dle tabulky 5.1.4-1 v Ceském lékopise,
2009 / Bignoinzo no Tabmumi 5.1.4-1 Yecpkoi
®apmaxkomei Bix 2009 p

Vyhovuje/Conforms/Bigmorinae

Thermo-stability / TepmocrabinsmicTs:

up to/ do / mo +37°C

Vyhovuje/Conforms/Binmosizae

Marking control / Kontrola znadeni /

batch, expiration date / SarZe, datum exspirace /
cepis, TepMiH NpuAaTHOCTI

VyhOVLljﬁ/COIlfOI‘D’IS/BiJIHOBi,IlaC

Kontpons mapiyranms:

By the standard / dle vzoru v / BIJINIORBI/THO 10
craunapry PN AC/SC-033/14

Vyhovuje/Conforms/Biamosigae

Final result / Zavér / OcraToummii

Conforms / Vyhovuje / Bixnosinae

PE3YIBTAT:
Reasoning / Zdivodnéni / | All measured characteristics are within the tolerable limits/Veskeré sledované parametry jsou
O6rpyuryranna: |v povolenych tolerancich / Bei BHMIPIOBaHi XapaKTEPHCTHKH B JONYCTHMHX MEXax
Worked up by/Vypracoval/ Buxonaro: Ing. Michaela Valova
Date / Datum / Jlara: | 18.04.2024

Approved by / Schvalil / 3arBepxeno:

Ing. Marcela Pokorn4

Function / Funkce / ®@ynkuis:

Executive Director

Date / Datum / [ata:

For QA department / Za odd&leni
odpovédné za jisténi jakosti /
HpencraBruk Bigniny sxocri:

Stamp/Sign - Razitko/podpis - Ievarka/migmmc:

18.04.2024
baw.q.r.o.
1%, 11800 Praha 1
lic, VAT: C@e A
L oﬁ\iﬁﬂ%f
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 Hedt ceprudinar sacsizuye, mo DPoayRis:
- Dovssuid resd-avasen Contex®

 Kaac Ia

Bianosinae susoray: Texmivmore PEITIaMenTy Woao Megnunns pupodin, sarsepiok
KaGimery Minicrpins Vepalum piz 02.10.2013 N 753 «llpo sarsepsoxenns Texaivmorc
- memausux supodiey (lonarox 6) |

Bupobuux: ABK Honidapy e.p.o.

~ Micue supobunurea: Cas

 ¥YoospuoBuxeHul UPEACTABHHE B ¥Yrp
(@PEKRKITT BEHKIZEP YKPATHA», np
 Yrpaina, xox sa €JIPHIOY 33696041

Adoaarxosa indopmanisn: xowrpons sinnosianoc
OO METHHHEN BUPOGIE HCHIOOTLOS TITHXOM HPOBEASHH HePIOMHMEOro HAFIIANIA ATTHO HPOTDaM
-~ Ceprugixar pugawo: Oprawom 3 ceprudixauil (ouinkn sianosinsoct) TOB «VKPAIHCBKMI LEHTP |
COAAE T LT , e TN T e o ' o G RS 2
- MEJIUHOL CEPTHOIKALIT TA [TPOTHOIVBAHHS, sy Canepuo-Caolinenxa, 6. 10, o, 1, s Kuie,
: %Y TIEm e . o, X A & : i L o " s
{}f’ 028, Vxpatua, arecrar npo axpegnranio 8 HAAV: NelO213, momep npusnasenoro OOR; UATR.O98, ma
- THACTABL PUUCHEY M0N0 pesyisraris cepruivanil sin 22.07.2022 p. Ne0394-218:2022, PRUEHNS WOK0
 BHECEHHS il Big 30.07 2022 p. Ne(394-218:2022
BupoSuug 20808 asant §i~i(§3(§p&x’£'§*‘82‘il‘li opran 3 owinky sianoslanors opo Gyap-skai enill HAMID ICTOTHIN SMIH TO SATREPKEHOTO
- BROGKTY MRIBMHOTO BHPODY, MKL MOOKYTh BRANHVTH HA BIDOBIANICTE OCHORMIM BHMOTANM Honerxs 1w Hooarka 6 g0 Texdiunore

| PUCTRMUHTY HOAQ MR BRPOGiB, V RHNAIKY NORYINSHIT VMO, 58 505X SVI0 BIlauc cepTHGIKAT, 0prag 3 owHKR BiAneRIHoc |
| MaE fpase npwavaRReTy aho eeprudicars ado anvmonary ceprihingg S :

¥

Tosapucrso 3 ofmexenoio Bignosinassuicro
«YKPATHCHKWI HEHTP MEJHUYHOT
CEPTU®IKALIL TA IIPOTHO3YBAHHS
(TOB «YIIMCII»)

‘}A.TR«&@& N \ N S

Abennit go 21 aoman 2027 p.

AHOBOIY
MCHTY HIONG |

Inapwinexa 901/5, Hose Mecro, 110 06 Hpara 1, Yecnra Peenybaixa
AVK Polypharm s.ro.

JindFi¥ska 901/8, Nové Misto, 110 00 Praha 1, Czech Republic

e, a.s.

T95/7, 638 00 Brno, Czech Republic

7, 638 00 Bpro, Hecnra PecnyGaixa

olni Herdpice, 619 00 Brno, Czech Republic

aui leprinine 619 60 Bpuo, Yeebia Pecayiixa
1CTRO 3 OBMEXKEHOIO BUHIOBLIAJTBHICTIO |

amngepn, Oy 28-A, air. I, odic B0, m, Kuis, 04073,

oayit sumoram Mogarka 6 Texulunoro pernaventy

3apecerponanuit v Pecerpi Ay
OOB TOB «VIIMCII» :

MO
Ha saminy cepridicara slanesisnoct, ruganoro 23.07.2022 PoYR
Depamny owimss siguosiygostl -~ 22.07.2022 o S
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Jewaapanis upoe slasosbadors N J1-007, sepeis 1
eclaratim of Conformite No 007 version

torasml resss-aaanst Contex®

Mexwasd anpodi gy - .
Intisnate lubricases Contex &

afedioad deviesy:

Hun, Hoxaros 1 o wied yexsapanis npo sianoniptiers

Tlepeain supadin ” Lo
i P See danex [ o this Declaration of conformity

I JUE SR
Lt of products

Koz ¥KTIES
UKTZED code 3304990000

ABK Hoaidapy e.p.o., Inapmrinrexa 90U/8, Hose Meero, 11000

Bupofnna fipara 1, Hecnra Peonyinina
Marndictierer AVK Polypharm s.e.o., Jindisskad 9018, Novd Mésea, 110 00 Praha

§, Crecl Republic

Koomonzea.0., Jveicona 795/7, 638 60 Bpus, Hedhw
Pecuybaing

Cosmonde, as., Dusikova 789
Onera Sapua s
Biaencsra 188/ 194, Qom Pepwnine 619 1 bpwo, Hecnry
Peenyviaing

Omega Pharma as.

Fidenske I887F10d, Dolni Herspice, 619 0 Brao, Crech Repubdic

F7, 838 00 Brao, Crech Republic

TOBAPHCTRO 3 OBMENEHOIO BLANTOBIAAABHICTH)
SPERRITT BEHKIEP XAYCXOR EHA XEJC REP
YEPATHA” (TOB "PEKKITT BEHKIBEP YKPATHA"),
upoen. Crenans Bangepy, 0y, 28-4, afv. T, ofic 88, s, Kuiw,
4073, ¥rpatia, rea, + 38 (044) 390-50-41

“RECKITT BENCKISER HOUSEHOLE AND HEALTH CARE
RAINE" LIMITED LIABILITY COMPANY ("RECRITT
BENCRISER UKRAINE™ LLC), ove. Stepana Bandera, dlde
e 33 office 80, Kviv, Ukrgdne, U073, gl + 38 (0443 30030

28-4,
"y

Kaac Ha
Chusy He

Jogavor & ra B Texsiauore PEroysenTy 1016 MO
pupoiis, yarpepawenore Hoeranosomw Kabinery Minkvvpis
3y S

¥rpaban NeTRY nla Lamonwrus 2013 pony.
f ol 8 of rechnicad revdoni ;
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Cepradivey photoriznoc N UATRO98.0304-22, alitennit ap
2LATINIT poxy
Certificate of Compligpse

S TRDUS AL L, vadid 15t

o : TOB « ¥RPATHCHE MR HEHTE MEHUHOT
Hprsuawcaril opran 3 oninxy T ER I & 11T P A FEOre T Lt LTS 4 L
simosiinoct 12 Boro CE :;gs{§}§§ KA TA NPOTHOIYBAHH,
e ¢ O S e . s . )
o UKRAINIAN CENTER FOR MEDCAL CERTIFICATION AND
PROGNQSTICATION, LLC
L4 TR.O98

Tepain 3l xewaapandd 2LB7.2027 p.
Toram af vadidity of the Declaration

ABK Hoaidgapy e.p.0, wo Jie 4epes ¢Boro YROBBOBMKRCHOTO HPEIACTABRAKA B TEPHTOPIT
Yupains TOB «PERKITT BEHKIZEP Yepaiwar sriano xosipesocri sin 13 rpyusm 2021
PORY, TOREAPYC SHEOHARNK OCHOBHIY BHMOT 30 Bupodin, 3a3mvennx puue, srigno Joxarky
T Texsienoro peraastenty moie sseumuux supodin, sareepirenors Hocranosow Kadinery
Minicrpis ¥rpafun Ne753 six 2 aonrng 2013 poxy. Hexaapanis croopesa sig ivesi a wix
BlAROBLIRALRICTE BRpodiKa.
K Polvphars seo. acting through its authorized represertative on the territory of Ukeaine “RECKITT
BENCKIRER URRANET LLC aecording to the power of attorney dated December 13, 2021, declares that
abovementioned devices compliesy with the requivements set forth in Annex 1 of techmical regulation
dees. approved by Decree of Cabinet of Ministers of Ukraine No?33 on October 3nd,
Technical documentation proving conformity iy kept at moanufacturer’s and authorized
; s premives. The declaration is created on behalf of and under the respensibility of the
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Rexaapauis npo sianosianicrs N J-007, nepeis B
Declaration of Conformity Ne JJ-007, version 01
Hoagrox 1

Annex §

Hepeain meanauny sapobis 83 yrpaiscs kil wosi:
Lisy of wedicad devives en Ukralaias language:

Bermanad] reseastaska Contex@® Wave, 30 s ra 100 s
Birayi reas-avaska Contex® Rooantic, 30 v ra 100 sin
Deraymail reas-suaska Contex® Strong, 100 s

Bermsaasit reas-astaska Contex® Long Love, 100 mx

40 | ok § ot

RO

Javed Doro: 22072002

Micne suaawis s Kule, Yepaius
Plave of tssuer Kviv, Ulkraine

Hupexyop

TOB PEKKITT BEHKI3EP YKPY HAusuxe Austosii

i Bixropopny
LI {nceolii Farsenko
RECKITT BANKIZER UKRAINES 1) tnatoli Tatsenko
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wns,  adepiranag,
IVHETH AK O

CTRHGRSRI
FRAHCHRPITY;

T perw TR ;epwmmz sanirapae-eni xmm aorianol excpepron of'orr exeneprson e res
wensky O 8 Wave, brrpsiml roasoniaaxa Conter® Bomantior evansdt
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AHBY VHACHIORETH } sw REOBRLAROCTT 3 ABOHHN
rolt o CTR SRQESPTI

vestf mpaift ol npogyK Mapy
Vapabon, sl auounson B 8ome DV BEropserannll I DORIIM I CHOmEREE IR0

Baononer gifonst 117878 poxin

Blaronbiesiors 38 S0 TPUMTRY BEMOT HhOV0 BRCHORKY REOR IMURNIK,

;\mmx pH, TS0 BEFOTORGSHHE, 9k1 MOWyTh asinT sasorssosti of'exra exeneprioy ab
TRYSMIIREY ROVIHE R A0pOR'Y mogell,  ohUp SRCTOUYRAHUE,  YMDR 3RCTOCYINHEN
W SHCHOROK BTPRMAC SIAY,

§§{s§€t§§§¥t§&§§ i\&‘}ﬁi‘kﬁ, SR BT BORTHLIG 88 Koy RORE DHNERERC BOBIDUARLOMY AOKYMOHTERRHOMY

ARCRIOTH KOHTPOE BRE MATROMY HOPMICHBL NLUTA0 XOHTPANO 8 30Ha)
1 anrail repmvopit Yupaius,

gji&ai\i‘*%ﬂ Bi \§§3§‘§\§s“3fii§§¥§§ CREEY agmﬁwun Jemioserbuall pavass %{(K%‘ICH‘{}{“{ Ssi,R 3§ ﬂ«i{} I BEHMOEIME HROD (¥

K3

NN

Eix{‘* k‘% (} %\a@m?ﬁ}\ bJ.?f&Ki{:"{,‘b ,ii{pi}}{g{}i(iﬁ TR OOMICHABNX r‘g}s’-{{iia
‘-o?m@x TOHCCAT, Qt" wk OLORS QU :“f;‘us‘». Psoudomonas  aomghy

Ne 228027990 “Cantrapii npasisg
Elegmmss-u caﬂa‘x"s’x;}s;s ;

£

mnmg&z{x}rs} aixaps Yupafun Ne 27

g

Kufe, svn Vepods

AT AN
FIe A

EYRH \,Bii&&{‘ﬂ{\ CHIASMIDNOr RO
X BEHIEAKRX a‘miﬁ iw‘:}{\ﬁt"ﬁ\‘\ﬂ




,
ZA

W

N g o
N Aacal Back Oawy
\\\\\E\\\\\\ §-\\3§w\\ \i AUN LG i\\§’
el

Local Pack Copy

1. Project Deilalls {to be entered by marketing}

1 Master Pack Copy

X Local Pack Copy

Contex AW localization

Contex® Romantic Gel

85238 Romantic Gel
Tube 30 m
i Ukrainian

2. LPC detalls {to be entered by local marketing)
Leave this section blank for g MPC

Lkraine

* Note: A single LPC con only be used for multiple markets if the information provided on pock is identical {including
fonguage} for off morkets,

3. Population and Review

This section details each member of the cross-functional team responsible for populating this document
and reviewing the content.

Marketing ¥ 8
Regulatory * (lgna She

Legal {including Yurly Nalyvavke
patants and
trademarks} *
Madical *

RE&D * {MPC)
Consumer Safety *

* pMandatory input required — whers a MPC is not required, R&D should review thse LBC as per their
responsibiiities listed against the MPC

Page 1 of 5
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Rewision History

For each revision of this document, add a new line and provide a short overview of the changes made.

i 16 02 2022 Development LAW for Ukrainian market under MD

Unless stated, guidance relates to population of MPC documents.

Page 2 of 5
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4. PACKAGING COMPONENT TEXT

Copy/paste the following table for all packaging components contained within this document

Select packaging component type | Tube

Language (if not English): | Ukrainian

insert copy belpw Pasition on pock

&

{insert € Front of Pack

Romantic
IHTUMHWI TE/Ib-3MA3KA

3 APOMATOM NOAYHULY

30 ml(mn) e

Back of Pack

IHTUMHKA renb-3amasKka Contex Romantic 30 ml (mn) 3 apomatom noayHUL,.
3acTOCOBYETLCA A1 3MEHLLEHHSA CyXOCTi Ta AUCKOMOPTY Nif,4ac CTaTEBOrO aKTy
Npy HEAOCTAaTHLOMY 3BOJIOXKEHHI NiXBYU, WO CNPUAE A04aTKOBOMY KOMPOpPTY Ta
33/0B0JIEHHI0. MOXHa 3acTOCOBYBATU A/18 BariHa/IbHOTO Ta aHaJ/IbHOMO CEKCy.
BurotoBneHnin Ha BOAHiIA ocHosi. He mictutb cnupty. CymicHuid 3
npesepsaTMBamu, BUTOTOB/IEHUMMW 3 HATypasibHOrO faTtekcy. Jlonomarae
3MEHLUMTU TepTA. YCyBaE CyXicTb NiXBK Ta iHTUMHUIA guckomdopT. CKnapa: Boaa,
rniLepvH, KapbokcumeTuauenonosa, Kapbomep, HaTpilo  rigpokcua,
nponineHrnikonb, metuanapabeH, nponinnapabeH, apomatusarop. Ingredients:
Aqua, Glycerin, Cellulose Gum, Carbomer, Sodium Hydroxide, Propylene Glycol,
Methylparaben, Propylparaben, Aroma. IHCTpyKLUjn i3 3acTocyBaHHA iIHTUMHOrO
rento-amasku Contex Romantic. Cnoci6 3actocyBaHHA: BigKpuTM KOBMa4dok,
BUAABUTU re/ib LIIAXOM 06epeXKHOro CTUCHEHHA naAweYkn. Cnig HaHOCUTU refb
y HeobxigHil KinbKocTi Ao Ta nig 4ac cratesoro akty. Obepe)kHO BUAABUTU
HEBEJ/IMKY Ki/IbKICTb resilo Ha CTaTeBUMM 4WieH YU 3 30BHILUHLOI CTOPOHU
OAArHyTOro npesepsaTusy, Nixsy abo aHanbHWMW oTBip. Micns cTaTeBOro akTty
6a)kaHO 3MUTU IHTUMHMIA renb-3masky Tensiow Bogow. 3axoau 6e3neku Ta
moXXnuBi NobiuHi edekTH: YHMKATU noTpanisHHA B oui. BukopuctosysaTtu
TiIbKM 33 npusHaveHHAm! He € KoHTpauentusom. [lepes, BMKOPUCTAHHAM
NPOKOHCYNbTYUTECA 3 JiKapem. He HaHOCUTM Ha YylIKOKeHy LWKipy. He
BMKOPUCTOBYBATU AKLLO YNaKOBKa NowkoaxeHa. He BukopucToByBaTu npwm
nigBULLLEHIW YyTAMBOCTI 40 ByAb-AKOro 3 iHrpeaieHTiB NPOAYKTY. 3acTOCOBYBaTU
y BignosigHocTi A0 iHCTpyKuii. Y Bunagky HebakaHMX sABULW, nicas
NMPOKOBTYBaHHA NMPOAYKTY, HEOOXiAHO 3BEPHYTUCA 3a MEAWYHOIO LONOMOIOH0 Ta
HaZlaTU YNakoBKy abo eTMKeTKy NpoAyKTy. He 3acTocoByBaTh nicas 3aKiHYeHHA
CTPOKY NPUAATHOCTI, 3a3HAYeHOro Ha wei Ty6u. Y BMNagKy BUHMKHEHHA
HebaxaHux nobiuHnx edekTiB HeobxigHa HeraHa KOHCy/IbTaLis JiKaps.
36epiratv npu Temnepatypi Big, +8 °C o +30 °C, y HefoCTynHOMY A5 AiTe
MicLi, 3axuLLeHOMY Bif, NPAMUX COHAYHUX npomeHis. CTPOK npuaartHocti 3
poKu. [laTa 3aKiHYeHHA CTPOKY NpUAATHOCTI (ppppmMMm) Ta Homep cepii BKasaHi

Page 3 of 5
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N acal Pack
LA 3

Ha BEpXHbOMY LLBI Ty6W. [laTa BUrOTOB/IEHHA: 33 3 POKM A0 AATH, AKa BKa3aHa
Ha BEPXHbOMY LUBI Ty6M.

BupobHuk: AVK Polypharm s.r.o., Jindfi$ska 901/5, Nové Mésto, 110 00
Praha 1, Czech Republic /ABK Monidapm c.p.o./iHapxiwcka 901/5, Hose
MecTo, 110 00 Mpara 1, Yecbka Pecnybika Ha 3aBogj Cosmonde, a.s., Dusikova
795/7, 638 00 Brno, Czech Republic/KocmoHae,a.c., Aycikosa 795/7, 638 00
BpHo, Yecbka Pecnybika.

YnoBHOBa)(eHWii npeAcTaBHUK B YKpaiHi: TOB «PEKKITT BEHKI3EP YKPAIHA»,
npocn. CtenaHa baHaepw, 6ya. 28-A, nit. [, odic 80, m. Kuis, 04073, YKpaiHa,
Ten. +38 044 390 50 41. TenedoH rapayoi aiHii: 0 800 300 338. [3BiHKKM nO
YKpaiHi 6e3kowTOBHI. ENeKTpoHHa agpeca: contact_ua@rb.com.

SN

[aTta 0CTaHHBLOroO Neperasny iHCTPYKLI i3 3aCTOCyBaHHA: U148

MD

PN [CATHOGN -
REGHTY B HEulHR U

30 ml(mn) e

Indicate where the text should appear on the component. Add a new row above for each additional location (eg.
front, back, side) ensuring all text is included for each location). Include specific instructions for all font/type sizes
(including minimum)

Provide any additional instructions/comments that are relevant to the pack copy document. Also include any
comments that must be communicated to the artwork house. If none, then state ‘No additional comment’.
Where an annotated artwork document has been used as the basis for the LPC, include details here.

Note that an artwork must NOT be used in place of the LPC/MPC document.

5. For LPC documents: Is there any local adjustment of this document to the Master pack copy for this
product?

O Yes X No If you have answered Yes you must complete and arrange functional sign-off of
‘Appendix | Health LPC Acceptable Local Adjustment form’ (the last page of this

Page 4 of 5
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