Balkanpharma Troyan AD
1 Krayrechna Str.

Troyan 5600, Bulgaria
www.actavis.bg

T (+ 359) 670 68 104
F (+ 359) 670 62 610
trooperations@actavis.bg

Batch Release Certificate N2 133

Client:

Russia

Product name/ Strength/Potency:

Indovasin 30 mg/20 mg/1g gel (with flavor)

Client product name:

WHoosa3uH® 45 rrenb Ans HapyXHOro NPUMEHEHMs!

Dosage form: [ Suspension []Syrup [ X Gel []Other:

Package size/ Package Type: 1tube x45 g ] Bottle [X] Tube
[] Other

Importing Country: Russia

Marketing authorization number:

M N012746/01
M N012746/01-180718

Manuf. Batch Number: 13N0219

Pack. Batch Number: 130219

Client Batch Number: 130219

Manufacturing date: 022019

Packaging date: 022019

Expiry date: 022021

API manufacturing site: Manufacturer of Troxerutin

= Name Sichuan Xieli Pharmaceutical Co. Ltd

= Address Site 2 - Ne 588 Middel Section of Budan Road, Pharmaceutical

= Authorization number

= Eudra GMP reference number
or certificate of GMP
Compliance

Industrial Park, Pengzhou 611930, China
SC20140001

Manufacturer of Indometacin
CSPC OUYI PHARMACEUTICAL CO., Ltd

No. 88 Yangzi Road, Economic and Technological Development
Zone, China-052 160 Shijiazhuang, Hebei Province

Bulk Manufacturing site:

= Name

= Address

= Authorization number

= Eudra GMP reference number
or certificate of GMP
Compliance

Balkanpharma-Troyan AD

1. Krayrechna str. Troyan, 5600 Bulgaria
BG/MIA-0071/30.10.2018
BG/GMP/2016/083

GMP-00204/17/BG

Packaging site:

= Name

= Address

= Authorization number

= Eudra GMP reference number

Balkanpharma-Troyan AD
1. Krayrechna str. Troyan, 5600 Bulgaria
BG/MIA-0071/30.10.2018

or certificate of GMP BG/GMP/2016/083
Compliance GMP-00204/17/BG
Testing site:
= Name
= Address Balkanpharma-Troyan AD
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= Authorization number 1. Krayrechna str. Troyan, 5600 Bulgaria
= Eudra GMP reference number or | BG/MIA-0071/30.10.2018
certificate of GMP Compliance BG/GMP/2016/083
GMP-00204/17/BG
Batch release site:
* Name Balkanpharma-Troyan AD
- ﬁ:dﬂ_:es,s _ " 1. Krayrechna str. Troyan, 5600 Bulgaria
HENGOZALKGN HUMm Ber BG/MIA-0071/30.10.2018
= Eudra GMP reference number
or certificate of GMP BG/GMP/2016/083
Compliance GMP-00204/17/BG
Batch Number of API (s) Troxerutin 01T_C002K181102
Indometacin 01T_174180706
Quantity shipped: 9 698 packages
Reference of Certificate of CoA Ne 139/11.02.2019
analysis:
Artwork reference number:
= PIL AAAL0271
= Box AAAKB043
= Tube AAAK2424
Deviation reference (where X No [] Yes (see copy of deviation report)
applicable)
Comments/ Storage conditions: B 3aLuLieHHOM OT cBeTa MeCTe, Npy TemnepaTtype He Bbilwe 25°C.

| hereby confirm that the above information is authentic and accurate. This batch of product have
been manufactured including packaging/Labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory authority and with the
specifications in the Marketing authorization of the country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.
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Cepruduxat kadectBa Ne 139

(Ceprudukar 3a kauecTo Ne 139)
(Certificate of quality Ne 139)

Ipoayxr: ”HAOBA3HWH® reinb Ijisi HAPY/KHOTO PHMEHEHHSI

(Mponyxt: INDOVASIN® reJi 32 BbHIIHA yIOTpeda)

(Product: INDOVASIN® gel for external use)

Balkanpharma Troyan AD
a Teva company

1 Krayrechna Str.

Troyan 5600, Bulgaria
www.actavis.bg

Cepus Ne: 130219 Pa3zmep cepun: 9698
(TTaptanen Ne:) (Pasmep Ha maprtunara:)
(Batch Ne:) (Batch size:)
JlaTta H3roToBJIeHHS: 022019 Orrpy:xeHo: 9698
([ara Ha npou3BOACTBO:) (ExcriequpaHo KOJIHYECTBO:)
(Mfg. Date ) (Loaded:)
I'onen no: MecTo Ha3HAYEHHHA Poccus
022021 Pycus
(Exp. Date :) (ITpennazHaveHue:) ’
(Destination:) Russia
IloxazaTesm Hopmsi PesyabTaT
(Tloxazaremnu) (Hopmn) (Pe3ynrar)
(Tests) (Specifications) (Results)
1. Onucanue Teis OT 3KeJTOr0 [0 JXEITO - KOpHYHEBOro mpera c Jerkoi | CoorsercrByer
onajecueHUHen
(Onucanue) (Ten ¢ BT 10 KBATO-Ka(sB LBST U JieKa ONATECLCHI) (otroBapst)
(Appearance) (Yellow to yellowish-brown gel with a slight opalescence) (comply)
2. OgHopoaHoCTh B 3 u3 4 1po6 He JOIKHO ObITH BEIMMBIX 9aCTHI COOTBETCTBYET
(EanoponHocT) (B 3 ot 4 npo6w, He TpsiOBa 1a ce HaOFoAABaT BUIUMU YaCTHIIN) (oTroBapsi)
(Homogeneity) (In 3 out of 4 samples no visible particles should be observed) (comply)
3. IMopTMHHOCTH TPOKCEPYTHHA
- KauecrsenHast peakuusi - OGpa3syercst skeJIToe OKpalHBaHue. COOTBETCTBYET
- Y®-cnextp - Y®-cnextp o6pasua B unTepsane 290-400 HM umeeT Makcumym npu | COOTBETCIBYET
350 +2 um.
(U neHTHYHOCT Ha TPOKCEPYTUH
- Ka4ECTBEHA PEaKLMs (- OBpasyBa ce KBITO OLBETSABAHE (otroBapsi)

- UV-criekTpooToMeTpHs)

(Identification of Troxerutin
- Quality reaction
- UV-spectrophotometry)

at 350 =2 nm)

- Virpasuonerosust abcopOIMOHeH CriekThp B UHTEpBata oT 290 nm 10 | (otroBaps)
400 nm, naBa MakcuMyM rpu 35042 nm.)

(-Obtaining of yellow coloration
- UV-spectrum of the sample in the interval 290-400 nm gives maximum | (comply)

(comply)

4. ITonMWHEOCTH HHAOMETALHHA
- B9XKX

- B9XKX

(MneHTHYHOCT Ha HHIOMETAIMH
-BETX

- BETX)

(Identification of Indometacin
-HPLC

- HPL.C)

- BOXKX uneHtudukaums no BpeMeHH yaepKHUBaHHs.
- BOXKX unenrudurxauusi no Y ®-cnexrpy (200-400 um).

(-HPLC-uneHTuduImpaHe 1o BpeMe Ha 3aIbpiKaHe
- HPLC, unentudumpane no UV-cnextsp (200-400 nm))

(-HPLC identification by retention time
- HPLC identification by UV-spectrum (200-400 nm)

COOTBETCTBYET
COOTBETCTBYET

(otroBaps)
(otroBaps)

(comply)
(comply)
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Balkanpharma Troyan AD
a Teva company

1 Krayrechna Str.

Troyan 5600, Bulgaria
www.actavis.bg

Iponyxr: HHAOBA3WUH® resms ais HapyskHoro npumenenns | [Tpoxykr INDOVASIN® ren 3a BbHuIHa ynorpeta / Product: INDOVASIN® gel for external use
Cepusi Ne:/ ITaptunes Ne:/ Batch Ne: 130219

Ilokazatesm Hopmsi PesyabTar
(IToxazarenm) (Hopmm) (Pesysnrar)
(Tests) (Specifications) (Results)

5. IMommeHEEOCTE HATPHS OeH30aTa

- BOKX - BOJKX upenTH(uKanusi No BpeMeHH yepKUBaHHs. COOTBETCTBYET
(MneHTHYHOCT Ha HAaTpUEB OeH30aT
-BETX) (HPLC-unentuduimpase o BpeMe Ha 3aIbpKaHe) (otroBaps)
(Identification of Sodium benzoate

-HPLC) (HPLC identification by retention time) (comply)
6. pH Ot 5,0m07,0

(pH) (Ot 5,0 mo 7,0) 63
(pH) (From 5,0 to 7,0) ’

7.Macca COEEpKAMOTO YIaKOBKH He menee 45T
(Maca Ha ChIBPKHUMOTO 32 €/IHa OTIaKOBKa) (He mo-manko ot 45 g) 46
(Weight of the package) (Not less than 45 g)
8. KoniecTBEHHOE OIPENEIECHAE TPDOKCEPYTHHA Ot 1,80 50 2,10 r/100 ¢
(KosmraecTBEHO OnpeensiHe Ha TPOKCEPYTHH) (Ot 1,80 m0 2,10 g /100 g) 1,95
(Assay: Content of Troxerutin) ' (From 1,80 to 2,10 g/100 g)
9. KosinvecTBeHHOe ornpeeieHHe HHIOMETalHHA Ot 2,70 no 3,15 r/100 r
(KonmaecTBeHO onpenesisHe Ha HHIOMETALIUH) (Ot 2,70 o 3,15 g/100 g) 3,07
(Assay: Content of Indometacin) (From 2,70 to 3,15 g/100 g)
10. KostnyecTBeHHOe onpe/esieHHe HATPHSI Ot 0,200 50 0,275 r/100 ¢
OeH3oaTa 0,255
(KomaecTBeHO onperersiHe Ha HaTpUeB GeH30aT) (O 0,200 o 0,275 g/100 g) ’
(Assay: Content of Sodium benzoate) (From 0,200 to 0,275 g/100 g)
11. PogcTBeHHbIe BellecTea:

(Related substances:)

- 4-xnopobensoiinasi kuciaora u PEG adupsr 4- | He Gosee 3,5

XJ10po0eH30iHOM KHCJIOThI, %

- (4-chlorobenzoic acid u PEG-esters of 4- (He nogeue ot 3,5) 0.05
chlorobenzoic acid, %) ’

- (4-chlorobenzoic acid and PEG-esters of 4- (Not more than 3,5)

chlorobenzoic acid, %)

- EaMuuyHas HeuAeHTHULMPOBAHHAasI He Gousee 0,5

npumecs, % N/D

- (Envnuden HeuneHnTuduLmpan npumec, %) (He moseue ot 0,5)

- (Single unidentified impurity, %) (Not more than 0,5)

- Cymma HeHAeHTH(HLHPOBAHHBIX NpHMeced, He Goaee 1,0

% N/D

- (Obwo HenneHtuduuupanu npumecy, %) (He moseue ot 1,0)

- (Total unidentified impurities, %) (Not more than 1,0)

- Cymma npumeceii, % He Goaee 4,5

- (O6mo npumecH, %) (He noseue ot 4,5) 0,05

- (Total, %) (Not more than 4,5)
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Iponyxr: HHIOBA3HH® rexs ais HapyxHoro npumenenns / [Tpoaykr: INDOVASIN® reii 3a BbHIHa ynorpeda [ Product: INDOVASIN® gel for external use

Cepust Ne:/ TTaprunen Ne:/ Batch Ne: 130219

ITokazarenu Hopmsl PezyabTar
(Tlokazatemnu) (Hopmn) (Pesynrar)
(Tests) (Specifications) (Results)
12. MukpoGbuoJioruyecKkasi YHCTOTa I'® XIII, xareropus 2:
(MHKPOOHOIOTMYHO Ka4ecTBO) (T'® X111, xareropust 2)
(Microbiological quality) (RPh XIII, Category 2)
= OGuiee 4KcJI0 a3POOHEIX OaKTEPHH U He Gouee 10 2
APOJCKEBBIX U MJIECHEBBIX rPUGOB
(cymmapno), KOEB 1T <10
(061 6poit acpobuu GakTepuu U (He noBeye ot 10 ?)
rieceHu U apoxau (cymapso), KOE B 1 g)
(Total viable aerobic bacteria and combined (Not more than 10 %)
yeasts/ moulds count, CFU per 1 g)
= Ps. aeruginosa, St. aureus B r He nonyckarores OTCYCTBYET
(Ps. aeruginosa, St. Aureus, B g) (He ce moryckar) (oTcnerBar)
(Ps. aeruginosa, St. Aureus, per g) (Not allowed) (absent)

IIpoaykr coorBercTByeT TpeGoBanusim HJI IT N012746/01-180718
(ITpomyxTa otroBaps Ha uzucksanusta Ha HJ[ IT N012746/01-180718)
(The product meets the requirements of the ND IT N012746/01-180718)

We hereby declare that the above mentioned batch is manufactured, packed, labeled and analyzed in
compliance with the GMP-rules for medicinal products and in accordance with Marketing Authorization

KBanuduIupoBaHHOE JIHLIO... ...
(Qualified Person)

Lloiidece try

Hara: 11 ¢des. 2019

(Date: 11 Feb 2019)
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