AEKJIAPAIIUA O COOTBETCTBHUU

JEKJIAPAHT, HPUHUMAJOIIHA JEKJIAPAIIAIO O COOTBETCTBHAN

AO "Canoghu Poccua"”

Ceedenua o pezucmpayuu opeanusayuu: Mesicpasionnan uncnexyus Gedepanvroti Hanozoeoi cayoctvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcras, 0. 22. Teregpon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvuwiii oupexmop Monse O.4.

Hogepennoe nuyo: Knoxosa ¥0.C., doeepennocme 6/n om 01.12,.2017

3ASBJBIET, UTO

Rexapemeennoe cpedcmeo. Dunanzets, 2erb Ons HapYICcHozo npumenenun 0.5% 50 2, mybw anomunvessie (1),
navxy kapmonnvie, PY Ne II N016210/01 om 15.02.2010 (dama 3amener 01.08.2017) evidano AQ "Canodu
Poccur”, cepun HH6492, napmus 19200 ynaxoeox, z0den do 01.08.2021, npouseodcmea C.I1.M.
Konmpaxm®Papma I'm6X u Ko KI', l'epmanua, C.P.M. ContractPharma GmbH & Co. KG, 83620 Feldkirchen-
Westerham, Fruhlingstr. 7, Germany , ko0 OKIIZ12 21.20.10.224, x0d TH B3I 3004900002, xonmpaxm Ne
250/400561 92/F-2 om 20.10.2010, uneoiic Ne 9085308379 om 05.10.2018

COOTBET:CTBYET TPEFOBAHNAM
I N0I16210/01-281114 usm. Ne 1

| AEKJAPAIIHS IIPMHATA HA OCHOBAHHI
npomoxoi ucnvimanuii Ne 3009 0 om 16.10.2018 HJI 000 HIJ ”(DAPMOEOPOIM ", ammecmam
ampeaumayjuu POCC RU.0001,2]1 PJI40, Cepmugpuram POCC DE.PMO8.C25219 om 16.10.2018

ATV TRy, 3

MIQREKJIAPAIIHHMMZOIS
_ﬁ ‘CTBHTEJ[BHA)IO 01.08.2021

% Knokosa 30.C.
kﬂo;mucb DO

CBEJEHUS O PETHCTPAIINA

OFTAH lIO CEPTI/I(I)PII{AIII/II/I 3APEI'MCTPHPOBABIIA JEKJIAPAITHIO

RARUII chOS OFPI'AH IO CEPTHOHKALIHH ITPOIVKITHH OFIIECTBO C O PAHHYEHHOH

OTBE TCTBEHHOCTBIO "OKPYXCHOH IHEHTP KOHTPOJIA KAYECTBA",

adpec opchuusaz;uu 115280, 2. Mockea, yn. Macmepxosa, 9. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmuqbumyuu 115280, POCCHA, 2opod Mocxea, yr. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, ge6-
caiim: oumc ..

,I[EKJIAPAIII/I}I O COOTBETCTBUM 3APETHCTPUPOBAHA N POCC RU J[-DE. ®M08.4.04201/18
JIATA PE],“II CTPAITAM 16.10.2018

(@I}J { Junenxo KB,

ndgfiucs PyxosonuTens OC




achovad

ey

C.N.M. Konrpakt®apma mbX vt Ko. KI

Ceptudmukar aHanusa

Martepuan Ne: 0-12596-00
PuHanrenb 0,5% 50 r Poccusn

Mpouepypa ucnbitanua: PV15/01009/02

Cepun: BHyTpeHHas cepusn: BHyTperHas cepus 6anka:
HH6492 1835970001 1833960001

Jara npouzBoacTsea: fropex po: Pa3mep cepuu:
06.08.2018 08.2021 1000 kr

OnncaHue

BuayanbHblH

Npo3pauHbIi UAK cnerka
OnanecuUMpyowmii,
CBETNO-KENTOro LBeTa
renb co crabuim
3anaxom
M30TNPONUAOBOro CrupTa

CooveercreyeT

pH-3HaueHue Esp.® tekyusee mza,., | 7,8-8,5 8,3 CPM
2.2.3

FlnoTHoCTb AamepeHne 0,980 - 1,030 r/mn 1,008 r/mn CPM
NNOTHOCTH

BaskocTe d= Esp.® tekyuwee uag.,, | 1500 - 3000 mNa- 2.447 mNa- CPM

100/c 2.2.10

flognUHHOCTL Esp.@ Tekyuiee wza., | nonokMTENbHO NOSIOMUTENLHO CPM

NUPOKCUKaMa 2.2.29, BO¥X

MognuHAOCTL Eep.® Tekyiiee 34, | NONOKWUTENLHO NOACHUTEALHO CPM

NUPOKCKHKama 2.2.27, TCX

NopnuaHocTb TutpumeTpua NONOMATENBLHO RONOKUTENBHO CPM

Hatpua Gucynodura

NoANMHKHOCTL Eep.® rekyiwee u3a., | NOACKUTENLHO NMONCHKUTERLHO LPU

Nponunenraukons | 2.2.28

MMognnsHOCTE EBp.Q Tekylee u3l,, | NONOMWUTENLHO NOAOKKUTEALHO LPU

Naonponunosoro 2.2.28

cnupTa

KonuuecTeeHHoe Esp.® Tekywee vu3g., | 4,75-5,25 mr/r 4,91 mr/r CPM

onpegeneHue 2.2.29, BIXX

MNUpOKCHUKama

KonuvectBeHHQe Turpumerpua 0,9 -1,1 mr/r 0,9 mr/r CPM

onpepenerHue

Hatpus BucynbduTa




C.N.M. Kontpakt®apma Tmb6X 1 Ko. KT

Ceptudukar ananusa

F’ aenova

i%%@ o’

MaTepuan Ne: 0-12596-00
®uHanrens 0,5% 50 r Poccusn

[lpoueaypa ucnbitadmsa: PV15/01009/02

Cepun: BHyTpeHHsA cepuA; BHyTpeHHaA cepus Ganka:
HH6492 1835970001 1796800001

HJata npoussoAacTBa; fogeH po: Pasmep cepuu:
06.08.2018 08.2021 1000 kr

apame ) nncalve | PesynbTar CTOWHUK

KOIMHGCTBEHHOE EBp 1] Texym,ee uap, ” 135,0- 165,0 Coorsertcreyer LPU

onpeaeneHue 2.2.28 Mr/r

flponuaedramkona

Konunuecreexnoe Esp.® Terywee uza,., | 45,0-550mr/r | CootBeTcTayeT LPU

orpeaeneHue 2.2.28

Wzonponunogoro cnvpra

Mpumecsp 2- Eep.® Tekywee n3g,., | He bonee 0,2 % | Cootercrayer CPM

SMUHONUPUANHE 2.2.29, BIMWX

EAWHMYHAR Eep.® Tekyuiee nsa,, He 6onee 0,2 % | CooTBeTCTBYET CPM

HeUAEHTUPULKPORAHHEA 2.2.29, BOHX

npumecs

Cymma Eep.@ Terkywee nsa,, He 6onee 0,5% | CooTeeTcrayeT CPM

HeUAeHTUPULLMPOBAHHbIX 2.2.29, B3HKX

npumecei

Cymma Bcex npumecei Esp.® Tekyuwee u3a., | He Honee 0,5% | CoorseTcTByeT CPM
2.2.29, BIHKX

Mukpobuonormnyeckas Epp.® Texyilee u3g,., He Gonee <10 KO3/r L+S

YKCTOTA 5.1.4,26.12 10° KO3/r

Obuwee yncno aspobHbix

MUKPOOPraHU3mMoB

Mukpobuonoruyeckan EBp.® Tekywee usg,, He 6onee <10 KO3/r L+S

yucToTa 5.1.4,2.6.12 10 KO3/r

Obwee YNCNO APOHIKEBDIX U

nnecHesbIX rpubos

Mukpobuonornyeckas Eep.® Tekyuwiee 3., OTcyTcrBMe/T CooTeercTBYET L+S

YHUCTOTE 5.1.4,2.6.13

S.aureus

Mukpobuonorniueckas Esp.® Texywee nag,, OrcyrcTeue/T CooTeeTCTBYET L+S

4MUCTOTA 51.4,26.13

Ps. geruginosa

KonuyecTso HanofHeHnA BecosoH He meHee 351 - CPM

Konu4yecTBo HanoAHeHnA BecosoW He meHee 50 r 50,32 CPM




C.N.M. Koxntparkr®apma I'mbX n Ko.

Ceptudmkar aHanusa

MaTtepuan Ne: 0-12596-00
®uuanrens 0,5% 50 r Poccun

Mpoueaypa ucabiTanua: PV15/01009/02

Cepus; BHyTpeHHRAA cepun; BHyTpexHan cepun Hanka:
HH6492 1835970001 1796800001

Jara npowsBoacrea: loaeH po: Pazmep cepumn:
06.08.2018 08.2021 1000 kr

Mpumedvanunn:

AaHHblih foKymeHT Bbin CHOPMUPOBAH B IAEKTPOHHOM BUAE W AelictBuTeneH Bes ROANNUCH.




d€enova

Name and address of the manufacturing site:

CERTIFICATE OF CONFORMANCE gr!l:h'::n ::::;r::f’_’hanna GmbH & Co. KG
D-83620 Feldkirchen-Wastarham — Germany
Authorization Number; DE_BY_04_MIA_2015_0054
GMP-Certificate Number: DE_BY_04 GMP_2013_0222

product name Finalgel 0,5 % 50 g Rutland |

PCID 78060

Strength/Patency per unit dose 5mg Piroxicam/1g Gel

importing country RuBland

batch no HHE492

Marketing Authorization Number Rufiand PN 016210/01

bulk bateh {intarnal) 1833960001

product batch (internat) 1835970001

No. of packages 16 200

date of manufaciure 06.08.2018

Expiry date 08 2021

Manufacturing Spacification HV 16/20658/02

Testing Specification PV 15/01009/02

Materiat nurnber {internal) 0-01008-00

Bix-Cade _ -

Primary packaging tubs

| hereby certify that the above information is authentic and accurate. This batch of product has bean manufactured, including
packaging/labeliing and quality control ot the above mentioned site(s) in full compliance with the GMP requirements of the local Reguiatory
Authority and with the specifications in the Marketing Authorisation of the Importing country. The batch processing, packaging and analysis
racords were reviewad and found ta be in compliance with GMP.

m) deviation

O Deviation {deviation report is anclosed)

Releass for sale: yes [x] ne [ 1

Remarks:

Dr. : é{:%ﬂéyf ¢
Joe Qﬁ‘éliﬁbﬂﬁ’-‘ Em'{ ﬂn—ﬁﬁzid) —— Signature: Date: ‘{ﬂ-ﬁ: 7I<F.MM

Mormburs of the Aenova Group
€.PM. « Dragenopharm = EVP » Haupt Pharma = Swiss Caps » SwissCo * Temmler

171




C.P.M. ConiractPharma GmbH & Co. KG

denova

Certificate of analysis

Article: 0-12596-00 Test procedure;  PV15/01009/02
Final Gel 0,5% 50g RuBland

Lot: Int. Batch: int. batch of bulk:
HH6492 1835970001 1833960001
Date of Manufacture: Expiry date: Batch size:
06.08.2018 08 2021 1000 kg

Appearance visual transparent or slightly complies CPM
opalescent, fight yallow gel
with slight isopropyl alcohol
odour

Density dansity 0,880 - 1,030 g/mf 1,008 g/mi CPM
measurement

fdantity Piroxicam

Ph. Eur., currant  positive: positive CPM
issue, 2.2.29, :
HPLC

identity Sodium disulfite  titration positive positive CPM

|dentity Isopropyl alcohol  Ph. Eur., cument  positive void GBA
issue, 2.2.28 ’

0,9-1,1myfy

Assay Isopropyi alcoho!  Ph. Eur, curient 45,0 - 55,0 mgip vold : GBA
issue, 2.2.26

Purity Each unisnown Ph. Eur., current  max. 0,2% n.d. CPM

impurity issue, 2.2.28
HPLC

Certificate 0000218839 Creatad 10.09.2018 : Page / Pages 1/2



C.P.M. ContractPharma GmbH & Ce. KG

L aenova

Certificate of analysis

Arficle: 0-12596-00 Test procedure:  PV15/01009/02
Finai Gel 0,5% 50g Rufiland

Lot Int, Batch: Int. batch of bulk:
HH6492 1835970001 1833960001
Date of Manufacture: Expiry date. Baich size:
06.08.2018 © 1082021 1000 kg

Purity total Ph. Eur., current  max, 0,5% nd. CPIM
issue, 2.2.29,
HPLC

Microblal Purity TYMC Ph. Eur., current  max. 10 cfu/g <10 chulg L+8
issue, 5.1.4,
2612

Microbiotogical Purity Ps.  Ph. Eur, cutrent  nd.fg complies L+S

aenyginosa issue, 5.1.4,
2813

FHling quantity weighing mind. 50g

This docurment was generated slectronically and is valid without signature.

Certlficate 0000216839 Croated 10.08.2018 Pagse/Pages 2/2



C.P.M. ContractPharma GmbH & Co. KG

Certificate of analysis

Article: 0-20658-00 Test procedure; PV15/01000/02
GEL Piroxicam 0,5 %
int. Batch: Int. batch of bulk:
1833960001 1833960601
Date of Manufacture: Expiry date;
06.08.2018 03.09.2018

Appearance visual transparent or siightly complies
opalescent, ight yellow gel
with stight isopropyt aicohol
odour

Ph. Eur., current
issue, 225 -

0,880 - 1,030 g/mi 1,008 g/ml

production yleld waighing 979,0

This document was generated electronically and is valid without sighature.

Ceriificate 0000216456 Created 10.08.2018 Page / Pages 1/1



!

Since 1849

Buyer 20002
MIDAS PHARMA GmbH
Manufactixing site Rhainstrazse 49
Stah, Baranzate 55218 Ingelheim
Via Bissone § Germany
20021 Baranzate M}
!fgg’ﬂz 282281 End User 80040
lssued QP " C.P.M. Contract Pharma GmbH & Co.
05.07.2018
Codo
500328
mnr.
825
Ref. Order Product
40486210 PIROXICAM
Batch Nr. 1804505 ‘
Mig. dale 27.03.2018
Hest date 26.03.2023
Jalysls o, . 40000026466
-
TEST um SPECIFICATIONS REFERENCES RESULTS
Dascription . EP Confarm to dsscription
ENar Sty yeltow :
Identification : IR Spactrum Positive EP Positive
ldentification : LV Absorption - Positive . uspP Pogitive
Identification by TLG - Posithve usp Positive
Water {KF} % max05 . usp 0,0
Loss on drying % max 0,5 EP 0,0
Sulpheted Ash % max 0,1 B - EP o0
Pyrid-2-ylamine (HFLC) % max 0,01 EP/Company <0,01
Each impurity (HPIC} % max 0,10 EP/Company 0,05
Total impurittes (HPLC) % max 0,2 EP/Company 0,1
1 Assay (HPLC) % 970 - 1030 UsSP 98,3
say (potentlomefric) % 28,5 - 101,0 EP 101,0
1 wethanot (GC) ngig max 100 Company <3
Taluens (GC) uglg max 100 : ‘ Company <3
N, N-dimsthyiformamide {GC) Ha'g max 880 Company 160
Xylena (GC) walg max 100 Company <3
Particie alze (Malvern) 45um % min 100 Company . 100

Elementa| impurities: none of the elemental Impurity reparted In ICHQ3D

is likely to be present

Modello: BOT_CPM /3

/G,?.m{tﬁ

Pg. 112



o)

Sinde 1349

Buyer 20002
MIDAS PHARMA GmbH '
Manufacturing site Rhsinsfrasse 49
Stab, Baranzate 55218 ingelheim
Vig Bissone 5 Germany
20021 Baranzate MI
ltaly
+39 02 382281 End User 60040
lssued QP C.P.M. Contract Pharma GmbH & Co.
05.07.2018
Code
&00328
Ref, DDT.
8 5 Product
Ref. Order “
40458210 PIROXICAM
Batch Nr. 1804595
Mfg. date 27.03.2018
‘ast date 26032023
.. . alysis ne. 40000026466
TEST v SPECIFICATIONS REFERENCES RESULTS

Is ikely to be present

Elemental impurities: nong of the elemental impurity reporied in ICHO3D

- -l;iama and Sumame: Roberta Pancera
Title: Quakity Control

Approved
Date: 06.04.2018 18:20:40

Modelto: BOT_CPM /3

Narma and Surname: Maring Ariu

Title: Quality Assurance

Approved

Date: 09.04.2018 09:45:03

Pg. 212




