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Batch Release C_ertificate Ne 1230

bt

Client: Russia .
Preduct namel Slrengthf?ote;.c',': A magnl A oral suspers |
LCi%en’! product name: | Anmarens A 170 mi CycnsHiuA ara ripa-e”a BHYTDb T
| Dosage form: B susgension [ Syrup ] Gel " Other: N
! Package size/ Package Tyoe: 1 battle x 170 = ‘ ] Bottle [] Tuve t
| (J Other |
Empor{sng Country: Russia ]
i Marketing authcrization number 11 NO12747/01
M N012741/07-300517
Manu Batuh Number 14N1 B E
 Pack Batch Nu”t:er | 141220
| Client Batch Number " Te1220 h
N’a'\ufdc‘urmg date: 122020 _
Packagmg date: 122020 7 ) |
~Expiry date: | 122022

APl manufacturing site:

| » Name
= Adcress
| » Authorization number
* Eudra GMP referance number
+ certificate of GMP
Compliance

Manu*acturer of Aluminum hvd-sxide gel
SPI Pharma Inc.
40 Cape Hen open Drive Lewes, CE 19%58-0481 USA

Manufacturer of Magnesium Hycroxide Paste

SP’- Pharma Inc

4 Cape Henlopen Drve Lewes, DE 16928-0481 USA
F"-*NT KKZ23

Marufacture: of Benzocaine
Changzhou Sunlight Pharmaceutical Co., Lid
No.21€ Yunnan West Read, Benniu Town, Xinbe: District

i Changzhou City, Jiangsu Province, 273134 China
20160124
| _ | 4620191104 B
Bulk Manufacturing site.
* Name Balkanpharma-Troyan AD
= Address

| = Authorization number
i » Zudra GMP raference number

or cerlificale of GMP
Compliance .

1. Krayrechna str. Troyan, $5C0 Bulgaria
BG/MIA-0182/26,10.2020
BG/GMP/2019/148

GMP-00204/17/8G

Packaglng site:

» Name

» Adcress

*  Authorization number
-

} or certificate of GMP

| Compliance

E.dra GMP reference number |

Balkanpharma-T-oyan AD

1. Krayrechna str, Troyan 5500 Buigaria
BG/MIA-D192/26 10.2020
BG/GMP/2C19/148

GMP-0020417/BG

BeroneEagva Tpoee ALl 3630 Trpeaw, yn Ku

Page1cf2

P 10% E-maid roopecstorsfRactavis by www etulivis be




teva

| Testing site:

| * Name | Bakanpharma-Troyan AD
« Address { 1. Krayrechra str. Troyan 5800 Bulgaria

| # Autlfodzation number | BGIMIA-D" 32/26 10.2020 B
. Eud'r? GMP referencs nu:'nber orl g apr2019/148 !
certificate of GMP Compliance G P-00204/17/BG

Batch release site: |
« Name Balkanpharma-Troyan AD !
* Address 1. Krayrechna str. Troyan, 5600 Buigaria I

* Authorization number . BG/MIA-D182/28 102020
* Eudra GMP reference number

~ 1 1 a
or certificate of GMP BG/ """f"i sl |
Compliance i | GMP-ONZ,AM; fl’* - - ___,_,,_3
. Batch Number of AR (s) | Aluminum nydaroxige ge! 027_10200203C |
| k | Magnesur Hydraxde Paste 01T_102023010
| Benzccane 017_C0012003010
| Quantity shipped: ' 27 90 oackages !
| Reference of Certificate ¢ analysis: | CoA Ne 1249/17.12.2020 i .
Artwork reference number: ‘ |
. PIL ASAMO343
« Box AAANMORZE
. Labe! i AAALBYED i
Deviaticn reference (whare ’ & No [ res (see copy of deviation repott) |
appiicable) [ \ |

g o

Comments/ Storage conditions: Mpu Temnepatype He s=we 25°C. He zamopamuzars!

Th's batch of product hes besn man factured ncluding packaging/labeling and quality control at the
above mentioned site(s) in full complia-ce with the GMP recuirements of the local Regulatory Authority and
with the specificaticns in the Marketing Aut~orisation cf the importing country cr product specification file
for Investigationa! Medicinal Products. The batch processing packaging and analysis recorcs were
reviewed anc found to be n compliance with GMP

§7 CEC 2020

i)
~~ A

GSeeleviove, ChH (LY

Name/ Signatute/ Position/

Cate.
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Cepr

wuraT kadecrsa Ne 1249

(Ceprnurar 3a kauecrso Ne 1249)
(Certificate of quality N 1249)

Mpoaywrr AIMATETB® A 170 s
(Tpomnysr: ALMAGEL® A 170 ml
(Product: : ALMAGEL?® A 170 ml)

Cepna No: . ! Puacvep cepuu: ! .
(Ir F;.)p‘m:es! Nez) I ﬂ%?-EU ] | (Paswep Wa napTa/aTa:) i 27901
i (Batch Net) | uu-.g-“.n size:) J
| JdaTta wsroTonaennn: . ‘ ~Orrpyseno:
{/latana ! 122020 ‘ ! (LKerepato KonH=ecTan:) | 27901

MPOAIBOACTBY:)

(Mfg, Date :) |

Toxen no: ! ' preee

(Exp. Date ) R
J

J (Loaded:)

]
Mecto naznaucnns Pocenn 1
{Ipenxalnayerue:) Pveun
(Destination:) Russia _

Hpomsmonumens: Bankapdapsa- Tpc-i:—t AJl, Eonrapes, 5600 r. Tposw, v, Kpaitpesna”, 1
Mpowssomres: Bamanpanma- Tpoan AJL ya , Kpadipeusa™ Nu 1, Tpoaxi £600 buarepus

| Manufacturer: Balkanpharma-Troyan AD 1. Krayrechna str, Troyvan, 3600 Bulguria

“Mecro ananvaa butkanapsia- Tpoan A1 boarapua, 3600 r. Tposu, yn.  Kpafipeme”, 1
Mpsoto ke asanks: bamandapua- Tpoan AL vn, , Kpafipeana™ Ne 1, Tponn 600 Bearapna

.+ Horasareqn Hopaunt Pesyanrar '
Fraile s o NTlokagarein)s s e (Hopas) (Pezvrrar)
(Tasts) e (Specificatinns) (Results) |
1. Onucanue ' Cyenensun Geaaro i nourit 6o 7010 UBeTA, ¢ XAPAKICPHLIM
sanaxes  onsoud. lpe xpanewit na N0BEPYHOCTH  MOMCT
UBLIRIATHOH  caoft npeipadsoll sweakoct Tlpn dnepruniow |
£30aATLIBANEN  CoaEPHuMere  UAKOHA  FOMOTeNHOCTE | |
E CYCTIEHIME BOCCIRHARIHDAETCA COOTBCTCTRYET i
(e ) STvenenci ¢ Ban opaM monTy 083 LUNT C XAPLKTCRE! MEPHC Ha |
| JAMOH. LInd cexpaBeue Ha NUSLPXHOCTTY MOWE Jd ¢¢ obpaiyna ‘
cnclt npospauna Tewnoct, llpe cHepruumo  padCmuzEe  Hu
’1’,".‘;!5‘.0'4] XOMOMCHIOC T2 HA L',‘.‘.".h:!i‘”‘!-”.ld o -ECIHHCBH!:ﬁ: | |
{ (White or almos: white suspension witk specific lemon odour which | (oTrosaps) !
| [Appearance) during storage, exudes on the surface a layer of liquid and {
; hamogeneity is restared at vigorous shaking of the bottle.) !
! {comply ) Ll
2. HMoeasmumwocrs { |
| (Mnewmamoct) - Jloamen BbINACTL CTVACHMCTLIT 0CRI0K, PACTBOPHAMLLT B :
[ldentification) KUCAOTAX W HEPACTROPHMLIT B THAPOKCHIE AMMOKHUR COOTBETCTDYET
*  ANOMInDIR FHAPOKCINT - KuyecTRennaR peakiia | (Tpafea na ce ofpuasyra wewodpama yralka, pestaopie i
(ATYMHHIEE XMIPOKCHIL ~ K24CCTBCHA Peaxts ) KHOETHE i [SPE2 TROPIMA N DATTHOD 112 AMOILAK) {vrrosaps) [
(Aluminum hyvdrosade - quality reaction) (Should be formed a pelatineus prec:;iate, solublz in acids, insoluble
i e e, o O RO SOTURON). | (comply)
s Maruua rEapoKca - knuecroeHnas peaking | - Toosken nuinacTs Geibiin coaaow COOTRETCIBYET i
(MarHeInes XMAPORCHN - KIHCCTBEHY PEEKIAR) {Tpadra aa ce oSpaiyna G yraiika) (orrosapa) |

(Mugnesium hydroxide - quality reaction)
*  hemokann |
benzoramnn)
L (Renzocaine)
- KAMECTRAIHARA Ma?:mn
{KdANCCTECHA PCRRLUMA) |

=

Ganroudpgva Troas All 5800 Tpgan v Kaghne

| (Ofiparvae ce OPLHACTRO - JCLBEHA VILiia)

| (Shouid be formad a white precipitate)

- Ofpaiyercs opaHKCB0-KPACHBIA 0CAN0K

_{Should b= formed a orange-red precipitate]

Cmplord

£3 "0 E.mad tooperalions@aciavie oq. »ww ann s by

(camp.y)

(comply)

COOTRETCTBYCT
(orosapg)
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Mponysr: AIMATENL A 170 saf Mpoaven ALMAGEL A 170 =l Product ALMAGEL A 170 ml
Cepun Ne: [ [loptnnen Nt [ Bateh Mg 141228

i &l];pmamn ! Hopms! Pesviavrar |
i ‘ lokazareqn) (Hopyn) (Peayarar)
(Tests) (Specifications) (Results)

= Bewiorann
{Benzoram)
{Benzocaine)

- BOAKX

(BETX)

a
; (HPLC)

*  MemanaparnaposeuSensoar, [ponnanapa-
ruapoxenfentoar, bymua napariupokenGensnar
(Mertin pupaxiaporendenzoar. Mpoim maps-

!

I

= Bpemsi vIepsuaBaHMa oCHOBOOID MHKI HA XpoMaTarpamse
HCNbITVEMOTD purTuupa AQIAHO COOTBETCTOOBATH BPEMENE
YACPH MBS nuka  Oew3ewania na
CTANAAPTHOTO pacTBOpa

{Bperero va 3aaupxane 1o 3enzoCuing B PASTIOPA 22 MADITRAE 1 padea T
CLUTHOTCTBA EZ RRCMETO Ha saMepwade 3 Cpasuemencn pestrop Ja
weHmeHocT e Benzocaineg)

(Retertion ime corresponding 10 Nenzocaine 1 the chromatogram
obtained with the test golution should comply with the retention

time corresponding to that in the chromatogram obtaired with ths
nee soluton)

XPOMATOrPAMME

* BPCMNIH VACPANBANUG OCHORHLIX NHKOR HA XpomaTarpasmme

Cootuercrnyer

{oTrozaps)

{compily)

SOOTBCTCTRYET
xunperenGeinonr, Byri napauipokeuGersoar) HCNLITYCMOID PRCTROPR JOMIEHLL COOTBCTCTROGHTL BPEMEHAM ‘ !
I {Methyl parahydroxybenzoate, Propyl para- IR GHPNTER T HUKOH METHAtARATIpoRCHGeH AT, |
hydroxybenzoate, Butyl parahpdroxybenzoats) opomtanapuruapokcfedionTa w O¥Tinaparuaporcufentonra |
- B2UKX HI XROMATOTPAMME CTANIAPTHOND PACTROD T
(Ha xpoMaormasein nomyuene ¢ paynema 32 EaETRRe, BpevelIurE Ha (oTromsps) ‘
IAUTHPHUHC HA HOHCCPBEHIMTE TPAUB: Nt CROTRCTCTBIT HR RDCMEMETE 1A
| sazepaaie Ha e DEpaxIporckderoTT, [Mpoms
NupaxHporseironT " ByTian TAPAXHIRORCHOCTINAT Ha ; |
i (BETX) XPOMETOITHMATA ¢ PETTROPA 52 CHARHCHHE) (comply) |
'On the chromatogram with the test solutor, the preservatives
| rctention times should comply with the retention umes of Methyl
t parahycroxybenzoate, Prapyl parabydroxybenzoate and  Butyl |
APLO) perahydroxybenzoate on the chromatagram with refarence selution.) ;
3. pH O1652a085,0
(pH) (Or 6.3 10 9,0) £40
(pH) (from 6.5 10 9.0) '
& llaorneers 0T 1,04301,17
(MnwTioeT) Cr 1040117 1,14
_(Dersity} ; (From 10410117
5. Kneaorno — nelTpanuayiiles cnocobioct . He mence 20 ma 0,1 M pacipopa X1opucToso10poanon KHCIGTH
(Kveeanumo — neyrpanuispaua cnocofuoct) (He no-mama ov 26 mi 0,1M paarsop #3 X10pom10pams kueemeaa) il ;
(Neutralization Capacity) | (Not less than 26 ml 0,1M solution o” hydrochloric acid)
6. Bukoce Or 50 710 £ 0C0 wlla.e 1
(Buckozurer) (O 50 20 5 000 mPa.s) 237
___(Viscosity) {(From 50 1o 5 000 mPa.s)
7. Ceanmenmiunomias yeroftunoocty He gossenn GLITL pUeccanusRima o redenite < s cooTercTRyer |
focanmenTalonsa YCTOR4MROCT) {Te Tpa%na 12 ce puscnonus 8 TeaeHHe 1a § MAHYTH) (oTreacps)
(Stability of suspension) (o stralification 1s abserved for not lass than § minuses® {comply)
8. Hasaewaemstli olbem

{._(Sulphates)

(Homune wr ofem)
|_(Nominwl yoluing)

He sterree 170 sen
(He na-manmxo ot 170 mil)

S Cyadaim
(Cyndraru)

bar «aiapue Tponn AL, 583¢ Tpenw, ¥n ' Kpaliegusa 1

174 ]
(Not less thar 170mD) |
He fnaec [ ar) ¢
(He noseue o1 1 mp/g ) <]
(Net more ¢ | mg/g) i E
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Hpoaysr

s AJIMATE L A 170 M2/ Tinoaves ALMAGEL A 170 =) Preduc:. ALMAGEL A 170 =l
Cepun Mo ) lapriten M2 [ Datch Ny 141220

Horazarean

. NI?HiJﬁRerH&thH&nnmn T, Mponanapa-
ruapakenGensoat, Byrua naparuapokenteunnar
(Meria papaxapoxenSensoar. [pome napa-
xinpe kenGenpont, By napaxsuupokcadenoear)
{Methy] parahydrexybenzoate, Propyl para-
hyd:oxyberzoate, Butyl parahydroxybenzoate)

YACDAHBANNR

obtaned with the test solution should comply with the retention
time corrssponding Lo that in the chromatogram obtaired with ths
_reference sclutior)

- Bpestenn VACPHUBAHNUA OCHORHGIX NHEOD HA XPOsMaTOTpasye
HEMLITYCMOr0 PACTROPR A0TKNLL COOTBCTCTRODNTL RpPEMCHAM
KON MeTHAIAPATIApORCGeHI0aTA,
nponganapiraaposeitfienionTa w OyTinaparuaposcifenionra

COOTBCTCTRYET

Hopasl Peavanrar i
(1lokazate.n) {Hopym) (PesyaTar)

g (Tests) (Specifications} (Results) |
»  Bewioany |
(Berzokani) t j
{Benzocaine) - Bpess vaepsupasust oCHOBOCID MHKD HA XposaTorpamse |

- BOYAX | penbITYEMOre PAcTUOpa  ADAKHO COOTRETCTBOBATH BPEMENY
yaepARHBAtEA (KD OSHICKANEHA M2 XPOMITOTpAMme CooTacreTnyes \
CTAHAAPTILOTS PECTROPA . | tonassns ‘
| {Bpestero ka 3aspkane ka Benzocaind R PA3rEopa I Lunrsae (padia {

(BETX) | crorBeTeTea B2 RpesmeTo Ha sammpoaie B CpammTencs pesTROD 1A
I seeHmrEocT Ha Benzncaine) ! {compiv) !
{Retertion lime correspanding to Renzocaine in the chromatogram . |

(HPLC)

| - BIWKX H3 XPOMATOCDANME CTANIAPTHOMD PACTROpA |
(Ha XpoMZiomana DOMNEHE € PASIBODA 32 NIMVTRALE, BPENEIRIE V2 | rorrn ) ‘
| ATHUREAC HA KOHCCDRAKIMTE TPAGBE N CROTRCTCTHIL HA RDCMCHET |2
I 3ATLERANE Ha Metin napaxIporckieneT, Mponun
i napaxAtposcHienoar " hyTan PapaXHIpaHCHGeToaT Ha P l
! (RIFTX) | XPOMATOIPAMATA C PAITROPA 12 SPADIC) e
' { (On the chromatogram with the (zst solution, the preservatives
} retention tires should comply with the retention times of Methyl
| parahydroxybenzoate, Propyl  parabydroxybenzoate and  Butyl | |
i p | perakvdroxybenroate on the chramatogram with refarence solution.) f
(HPLC) !
1. pH O16,5205,0
(pH) (Or 6.5 10 9.0) £40 [
(pH) {from 6.5 10 9.0) |
4, [LaoTHCeTh | OT1,04301.17 !
{Tavtroct) {Or 10440 1,17) 1,14 |
(Density) (From 1,04 10 1,17}
5. Kucaotug — nefitpatuiyvionies cnacoliinoctn He smence 20 s 0.0 M pacrsopa X10pHCTOBOIOPOAHON KHCLACTH i
(Kyceninrnn — HeyTpanmispaiua enocofoet) | (He mo-mamxo ov 26 mi 0,10 raomsop #a XI0P0I0IOR0IHS KNCCHZHA) 3 i
| (Neutralization Capacitv) ot less than 26 ml 0,1M solution of hydrock!oriz acid) J
& Bskocrs 01 50 a0 £ 000 milac
(Ruckosurer) (O7 50 20 5 000 mPas) 2876 ‘
L (Viscosity) | (From 50 10 5 000 mPa.s) 4
7. Ceanmenranmonuan yeroitunsoery

{(CcaumeHTatiHodHa veToltarnocr)
(Stabilitv of suspersion)

He aoammo Guin, precaansainm o euenite  atim
{Ile TpaSna 12 ce pa3Cnodus B TEHSHHE HA § MUHYTH)Y
{No stratificarion 1s observed for not l2ss than § mines

COOTBETCTRY ST
(oTroaaps]

(comply}

- B Hanaewaesbii obhem
! (Hoatsnaiier offem)

He sertee 170 mn
tHe naemaxo o 170 ml)

174
{Nomine! volune) (Notlessthar 170l
5. Cyataint He Boaee 1 ome/ 1
(Cyngaru) (e nosede o1 | mfp ) <1
| (Sulphates) I (Not more than | mgig)

bar«anpapas Teoas AR 583 Tpoaw. v Kpakpsasa

1 Tan +38% 1€70) 538 1232, Bemad 7o
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Mpoayst. ATTMATF Th A 170 sal Hpooya: ALMAGEL A 170 ml) Product. ALMAGEL A 170 ml
Cepun Ng: [ Manrugen Neo [ Batch Nee 142220

Hoxazarean Hopmur | Peyvawiar
(Tlokazatenn) (Hopyu) | * {Peaynrar)
{Tests) (Specificaticns) - (Results) |
10, Xaopuaw He Boaee Imr/r .
{(Xnopran) (He noseye or 3 myg'e) <3 i
{Chloridas) {Not more thar 3 me/g)

L1, Koauectsentioe onpegeacHie:
(Kamriecrrzno onpeagnsne)
(Assay of drug substances)

AJUOMHHAS UROHIL

byt nepaxaapokcubenanar)

(Or 0.0150 20 0,0275 1/ 100 1) 0.0244
(Buty: parahydroxybenzoate)

| tFrony 0,9150 to 0.0278 ¢/ 100 1)

. Or 3,60 20 4,40 1) 100 ¢ | 4,07
(Amymiziien R ) 1 3,60 no 4,40 ¢/ 100 @) |
B it AR _| Fromlgtwestgldy b
. Orl124 00 1,527/ 100
(Marneanen okcun) (Or 124 10 1,52 g/ 100 g3 139
_ (Magresium oxide) 1P . From 1,24t 1.52g/100g) G
*  hemokaun Or 1,80 a0 2,20 r/ 1001
{Demoxan) (Or 1,80 n0 2,20 g/ 100 g) 1.97
_ :fﬁcjj{!u:aincj L - . - (From 1,80 0220w 100 g) =
+ MerwanapargapokcutensoaT 0100520022/ 1C0 -
(M=t napaxuapoxenbenacar) Tr 00520 0,22 rf 100 1) 0,20
(Methyl parahydroxybenzoate) Srom 0,05 100,22 17 160 5
o lponnanapariipoken8ensoar Ov 0,0180 40 0.0275 1/ 100 ¢ h ’
(ipora napaxnapokehienioaT) {Or 00150 70 05,0275/ 100 1) 0.0247
.. (Propyl parchydroxybenzouie) | (From C0IS0w 00278 100y (IR
*  Bynanaparngpowceufiensoar Or 0,0150 a0 0,0275 /100 1

12, Mugpofigeaorudeckas YHerora

L]

(MuKPOSHOANTIHYHO XaMECTS0)
(Microbiological quelity)

Ofuiee une1o 23pelHBIX MHRDOOPT AHINMOL, "Heboaeelo? o -
KOE /r

(O Opoi 2epobint Mukpooprasmvi, KOE/ g (He norene ¢1 107) [ <10
{Toral aerobic mucrobial count, CFU /¢

" i ENetmore than [0 ]
OBLtee HHLT0 APOATKEDBIX 1t NnEcHeRuIx rPidon, | He Goaee 10 ' o ‘ “ -
KOE/r '

(OSw Spoti naecem 1 aponay (He norewg or 10 ) <10
fevwapue), KOE/ 2 ‘

(Tetal combined yeasty mou'd count, CFU/ g

gn pop e e (Not mere than 107}
Escherichincolin I r

e :muy:t-:am-:cu o - i Ao*é‘éfcrﬁivcr .
(Eschenchiz colin | g {He ¢c nomvesar) {orcnersar)
! iEscherich:a coliper 1 g | ot aliowed) {ubszsn)

[IpoaykTt cooTperernyer TpeGosanusiv HT: TT NO12741/01 — 300517, uzm Ne1, N2 3, Ne 4, Ne §
(Hpoayxra oTrosaps tz wsncksainara na HIL 1ING12741/01 — 300517, nam Nel, Ne 3, N2 4, No 5
(The product meets the requirements of the NID: [T N012741/01 — 300517, var Ne1,N2 3, Ne a, No 5

‘We hereby declare that the above mentioned batch is manufactured, packed, labeled and analyzed in
compliance with the GMP-rules “or medicinal products and in accordance with Markeling Authorization
o I

¢ _~(;fu;('

Kpanudrumposannoe auuo S 0

{Qualified Persan) {f fﬁe« /{'6« AR L;{:\n] /

Rar-awapuaa Ipocn AL 5800 Tpoas g KEARups S

"l



