
•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALY I 

CEPTH<l>HKAT AHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, l %, 50 g 

Dr. Reddy's Laboratories Ud . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., J 73 205, INDIA 
Tel : +91 98166 56001-02 
www.d rreddys.com 

fIPOllYKT: Haih® AKrnsreJJb (HMMecym,i,n) reJJb llJUI Flapy>KHoro npHMeHemu1, 1 ¾, 50 r 

Market / PbIHOK : Russia I Poccm1 

Batch No./ 
. 

Batch Quantity/ 23400.0 units I 
Cepm1.N"!! 

: V260295 
PaJ111ep cepI111 

: 
23400.0 e)J.HHHU. 

Analytical Report No. / Date of Analysis/ 
AttaJIUTHtfeCKHH OTtfeT .N"!! 

: 040003370709 
,ll.aTa attaJiuJa 

: 25.04.2026 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2028 

,ll.aTa IlP0H3BOACTBa 
: 

rot1.eH 110 
: 

Mfg. License No. / 
flpOH3BOACTBeHHaH : MNB/05/263 MA number: / HoMep PY : Jlil-N~(O0 1336)-(Pf-RU) 
JlHQeHJHH .N°!! 
Analvsis performed according ND/ AuaJiuJ npoae11e11 no H,ll.: Jlfl-.N"2(001336)-(Pr-RU)-090625 

Page 1 of 6 / CTp. 1 HJ 6 

No/ 
N2 

Test I IloKaJaTeJib Result/ PeJyJihTaT Specification / HopMa 

1. Description / Onucauue Homogeneous, transparent, pale­
yellow gel with characteristic odor 
/ OJJ,ttopoJJ,HbIH npo3pa1.JHbIH reJib 
6ecu.BeTHOfO U.BeTa c 
xapaKTepHbIM 3anaxoM. 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor / 
OJJ,HopoAHhIH npo3pa4HhIH reJib OT 
6ecu.BeTHOfO AO 6JieAHO-)KeJITOfO U.BeTa 
c xapaKTepHbIM 3anaxoM 

2. Identification/ ff.AeuTuft,mcal(HB 

HPLC/B3)KX The retention time of the main peak 
in the chromatogram of test solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesu lide reference standard 
solution. I BpeM51 y.n:ep)K1,rnamrn 
OCHOBHOfO n11Ka Ha 
xpoMaTorpaMMe HCOblTYeMoro 
pacTBopa COOTBeTCTByeT speMeHH 
y.n:ep)K11BaHH51 OCHOBHOfO n11Ka Ha 
xpoMarnrpaMMe pacrnopa 
CTatt.n:apTHOfO o6pa3u.a 
HHMecy1111,1J.a. 

The retention time of the main peak in 
the chromatogram of test solution should 
correspond to the retention time of the 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). I BpeM51 y,1J.ep)K11BaH1151 
OCHOBHOfO n11Ka Ha xpoMaTorpaMMe 
HC0bITyeMoro pacrnopa AOJl)KHO 
COOTBeTCTBOBaTb BpeMeHH 
y.n:ep)K11BaHl151 OCHOBHOfO n11Ka Ha 
xpoMaTorpaMMe pacrnopa 
CTatt.n:apTttoro 06pa3u.a HHMecy1111.n:a 
(pa3_n:e11 «Ko1111'-1ecrneHHoe 
onpe.n:e11em1e»). 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
np11Me•ia1111c: npoJlyKT cooTBeTcTByer -rpe6osaH11irM H,n: 3atcJIIO'leHue: O.l{OliPEHO 

I!==============;-;;::===========:::;-;:::::::::::::::=====~ 
Prepared by I 
no.uroTOBJleHo: Pravesh 
Rana 

1 
'Date/ 
,na,-a: 25.04.2026 

Checked by I Checked by (AQA) I 
IlposepeHo: Rama Kant riposepeHo (AOK): 

Amit Kumar 

I Date/ 
)];aTa: 25.04.2026 

Date/ 
JI,ara: 25.04.2026 

Approved by: Quality Assurance/ Authorized 
person / Op_o6peHo: O6ecne'-!eHtte 
Ka'-!ecrna/OrneTCTBeHHoe n11u.o : 

Date I 
)];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te lat, " 
Tel: +9140 4900 2900, Fdx: .-91 40 4900 2999, Em2il: mai l@drrec1dys .com 

CIN . L8519 5AP1984 PLC004507 
www drreddys com 



•·· Dr.Raddy's ~;• 
Dr. Heddy's Laboratories LtcJ . 
For mu iation IJ n it-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

Viii. Khol, Nalag,n-h Road, Baddi, 

0istt. So!an, H.P., 173 205, l[IJOIA 

Tel: +9J 98166 56001-02 

www.d1-reddys.com 

Ilpo.uy1n: Hath® AKTHBreJJb (H11MecyJJ11.u) reJJb )].ml Hapy)KHOro rrp11MeHeHH51, 1 %, 50 r 

Market/ PblHOK : Russia / Pocc1151 

Batch No./ 
: V260295 

Batch Quantity/ 23400.0 units / 
CepttH N2 PaJMep cep1111 

: 
23400.0 e)],HHHU 

Analytical Report No./ 
: 040003370709 

Date of Analysis / 
: 25.04.2026 

AHaJIHTHl.feci.:11it OTl.feT N2 ,l(aTa aHaJ111Ja 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2028 

.l(aTa ITPOH3B0.UCTB3 
: 

fo)].eH .uo 
: 

Mfg. License No./ 
fipOH3B0,UCTBeHH3H : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pr-RU) 
JIHUeHJHH N2 
Analysis performed according ND/ AuaJIH3 npoBe.ueu no H,l(: JIIl-N2(001336)-(Pf-RU)-090625 

Page 2 of 6 / CTp. 2 u1 6 

UV spectrophotometry I UV absorption spectrum of the test UV absorption spectrum of the test 
Y <P-cneKmpoqJomoMempuR solution has absorption maximum at solution should have absorption 

397±5 nm. I Y <l>-cneKTp maximum at 397±5 nm. I Y<l>-cneKTp 
nornOIIWHH51 HCTibITyeMoro nornomeHH51 HCTibITyeMoro pacTBopa 
pacTBopa HMeeT MaKCHMYM )],OJDKeH HMeTb MaKCHMYM nonmmeHmI 
nornomettH51 npH 397±5 HM. npH 397±5 HM. 

3. Weight of package 50 g I 50 r According to Rus. Ph. / B cooTBeTCTBHH 
contents / Macca C Tpe6oBaHH51MH r<D P<l> 
co.D,epmuMoro ynaKOBKH 

4. pH 3.3 2.5 to 4.5 I OT 2,5 .D,o 4,5 

5. Viscosity / BHlKOCTh 957.8 centipoise / 400 to 1,200 centipoise / 
957,8 caHmnya3 OT 400 .D,O 1200 caHmnya3 

6. Impurities / IIpuMecu 

i. Impurity C / Not detected/ tte o6ttapy)Ketta Not more than 0.50 % / 
ITpwMecb C He 6onee 0,50 % 

11. Impurity D / Not detected/ He o6Hapy)KeHa Not more than 0.50 % / 
ITpHMecb D He 6onee 0,50 % 

Any other impurity / 0.04% Not more than 0.50 % / 
J1106a51 .D.pyra51 npHMecb He 6onee 0,50 % ... 

111. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITp11Mel.fau11e: Ilpo)].yKT cooTBeTcTByeT -rpe6osaHlli!M HA 3a1rnt0l.feu11e: O,l(OliPEHO 
:=:========:::::;;:===::::::::::===:;;::::======:::::; 
Prepared by/ 
IloJJ,rorn1rneuo: Pravesh 
Rana { 
IDate / 
/lam: 25.04.2026 

Checked by/ Checked by (AQA) / 
Ilposepeuo: Rama Kant IlposepeHo (AOK): 

Amit Kumar 

I Date/ 
~am: 25.04.2026 

Date/ 
,n:arn: 25.04.2026 

Approved by: Quality Assurance/ Authorized 
person/ O)].o6peHo: O6ecrre'leH11e 
Ka'leCTBa!OTBeTCTBeHHOe 1111uo: 

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, TelangcJna, India 

Tel: +9140 4900 2900, Fax: -;.91404900 2999, Ern2il: rnail@drrelldy,.com 
CIN: L85195AP1984PLC004507 

www drreddys.com 



•·· Dr.Raddy's ~;• 
Dr. !\eddy's Laboratories Ud . 
Formu:ation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INOIA 

Tel: +91 98166 56001-02 
www.drrecidys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo,J:lyta: Haih® AKTJ1Bre11b (H11Mecy1111ll) re11b llllH Hapy)l(HOro rrp11MeHeHm1, 1 %, 50 r 

Market/ P1,rnoK : Russia / Pocc11H 

Batch No./ 
: V260295 

Batch Quantity/ 23400.0 units / 
Cep1rn .N"!! PaJMep cepun 

: 
23400.0 e,nl1HHU 

Analytical Report No./ 
: 040003370709 

Date of Analysis / 
: 25.04.2026 

AHaJ1HTJ111ecKHtt oTqeT .N"!! .ll:aTa aHaJlHJa 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2028 

.ll:aTa npoH3B01lCTBa 
: 

ro,IJ;eH ,!1;0 
: 

Mfg. License No./ 
IlpOH3B0,/J;CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITT-N!!(00 1336)-(Pf-RU) 
JlHUeHJHH .N"!! 
Analysis performed according ND/ AHaJlHJ npose)J;eH no H.ll:: JIIl-.N"!!(001336)-(Pr-RU)-090625 
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lV. Total impurities/ 0.1 % Not more than 1.50 % I 
CyMMa npHMeceif He 60J1ee 1,50 % 

7. Microbial purity* / MuKpo6noJ1oruqecKaH qucrnTa* 

1. Total Aerobic Microbial NA Not more than 102 CFU/g / 
Count I O6w.ee lfHCJIO He 60J1ee 102 KOE/r 
a.3p06HhIX MHKpO-
opraHH3MOB 

11. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count / O6w.ee lfHCJio He 60J1ee 101 KOE/r 
~pO)K)l(eBhlX H TTJleCHeBbIX 
rpH60B 

.. . 
Pseudomonas aeruginosa NA Should absent in 1 g / 111. 

OTCYTCTBHe B 1 r 

lV. Staphylococcus aureus NA Should absent in 1 g / 
OTCYTCTBHe B 1 r 

8. Assay / KoJiuqecTBeuuoe onpe)];eJieuue 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMe'!a1rne: CTpon.yKT cooTBeicTByeT Tpe6oeaH1<111M H)]; 3a1U11o'leH11e: O,ll,06PEHO 

1:=::::::::===========:;--;::::==========;-;::::::========: 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTo,I:lroTOBJleHo: Pravesh 
Rana 

{ 
I Date / 
Aara: 25.04.2026 

TTpoeepeHo: Rama Kant 

(!;~~ 
I Date/ 

)];am: 25.04.2026 

IlpoBepeHo (AOK): 
Amit Kumar 

f~ 
Date/ 
)];am: 25.04.2026 

person / O,no6peHo: O6ecrreqem1e 
K8'1eCTBalOTBeTCTBeHHOe JlHU0: 

Date/ 
)];am: 

~ ~plA-~ \ 

Registered Office: 8-2-337, Roc1 tl No. 3, Ban1 ara HII s, Hyderabad - 500034, Te!a ngano, 'n 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em2il: mail@drrerldys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIB3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

Dr. !{ed dy's Laborato ries I. td . 
Formu: ation Unit-6 
Viii. Khol, Nalagarh Road, Baddi , 
Dist t. So lan, H.P., 173 205, INDIA 

Tel : -+9198 166 56001-02 
ww w.drred dys.co m 

Ilpo,ll.yKT: Hath® AKTHBreJih (HHMecymui.) reJih JJ.mI Hapy)KH0ro np11MeHeHm1, 1 %, 50 r 

Market / PbIHOK : Russia / Poccm, 

Batch No./ 
: V260295 

Batch Quantity/ 23400.0 units/ 
CepuSI .N'2 Pa1Mep cep1rn 

: 
23400.0 e,1U1HHU 

Analytical Report No./ 
: 040003370709 

Date of Analysis / 
: 25 .04.2026 

AuaJIHTHtJecicuii OTtJeT .N'2 .LI:aTa auaJiu1a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2028 

.LI:aTa npOH3B0,ll.CTBa 
: 

ro,ll.eH ,ll.O 
: 

Mfg. License No./ 
IlpOH3B0,ll.CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JUI-N2(001336)-(Pf-RU) 
JIH[\eH3HSI .N'2 
Analysis performed accordin2: ND/ AHaJIH3 npoBe,ll.eH no Hll: JITI-.N'2(001336)-(Pr-RU)-090625 

9. 

Nimesulide / 
HHMecyJIH,l( 

Dimethyl sulfoxide / 
,l];nMeTuncynb~OKCHA 

Package/ YnaKOBKa 

10.06 mg/ 10,06 Mf' 

(100.6 %) 

107.3 % 

50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / no 
50 f' B Ty6y 113 JiaMHHHpOBaHHOro 
aJIIOMHHHH, CHa6)KeHHYIO 
MeM6paHOH ,ll.JIH KOHTpomr nepsoro 
BCKpblTHH. Ka)K.l(yIO Ty6y BMeCTe c 
HHCTPYKLJ.Heii no Me,ll.HU,HHCK0MY 
npHMeHeHHIO noMell(alOT B na4KY 
KapTOHHYIO. 

Page 4 of 6 I CTp. 4 HJ 6 

9.0 mg to 11.0 mg of C13H12N2OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel / 

OT 9,0 Mr .no 11,0 Mr C13H12N2OsS 
(HHMecyJIH,n) ( OT 90,0 % .no 110,0 % OT 
HOMHHaJibHOro co,nep)KaHJu) B 1 r rem, 

90% to 110% ofC2H6OS (dimethyl 
sulfoxide) oflabel claim / 

OT 90 % ,ll.O 110 % C2H6OS 
(.!J.HMeTHJICYJihqlOKCH.!J.) OT 
HOMHHaJibHOro CO,ll.ep)Kamrn 

20 g, 50 g or 100 g in a laminated 
aluminum tube equipped with tamper­
evident membrane. Each tube and a 
patient information leaflet in a carton. / 
no 20 r, 50 r HJIH 100 r B Ty6y 113 

JiaMHHHpOBaHHOro aJIIOMHHHH, 

cHa6)KeHtty1-0 MeM6paHoii ,ll.JIH KOHTpoJIH 
nepsoro BCKpblTHH. Ka)K.!J.yIO Ty6y 
BMecTe c HHCTPYKl..(Heii no 
Me,ll.Hl.].HHCKOMy npHMeHeHHl-0 

noMell(al-OT B na4KY KapTOHHyl-0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipnMetJauue: TipoLJ.yKT coorneTcrnyeT Tpe6oBaHIDIM HA 3aKJII04eHue: O)1.OJiPEHO 
:=:::::== ==::::::::::::::::::::::=:::::;-;::====:::::::::::::===:;-;::::=========: 
Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized 
TioLJ.roToBneHo: Pravesh 
Rana 

!Date/ 
)];aTa: 25.04.2026 

TiposepeHo: Rama Kant TipoaepeH0 (AOK): person/ O,1J.06peHo: O6ecne'-IeHMe 
Amit Kumar Ka'-Iecrna/OrneTCTBeHHOe JIMUO: 

~ h1vA->-.J' 

IIDate / 
)I.am: 25 .04.2026 

D ate I 
,Uarn: 25.04.2026 

Regist ered Off ice: 8-2-337, Road No 3, BanJara Hill s, Hyde raoa d - 500034, Tr1ilngm a, Int.Ila 
Tel: .91 ~0 4900 2900, Fax: +9140 4900 2999, Ema il: mail@drrerldy,.com 

Cl f\J : L8519SAP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANAL YSI 

CEPTFI <l>HKA T AHAJII13A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

Dr. !\eddy's Laboratories Ltd 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., J 73 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Ilpoi.yKT: Haih® AKnmreJJb (H11Mecym1J1) renh JlJJ}l Hapy>KHoro np11MeHemrn, 1 %, 50 r 

Market/ PMHOK : Russia / PoccID! 

Batch No./ 
: V260295 

Batch Quantity/ 23400.0 units / 
Cep1rn Jf!! PaJMep cep1111 

: 
23400.0 e}lHHHU 

Analytical Report No./ 
: 040003370709 

Date of Analysis / 
: 25 .04.2026 

AHaJIHTH'-ICCKHH OT'-ICT .N'!! )laTa aHaJIHJa 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

,({aTa UPOHJBOACTBa foJJ:eH AO 
: 

Mfg. License No./ 
IlpOH3BOACTBCHH3SI : MNB/05/263 MA number: / HoMep PY : JIIT-N2(001336)-(Pf-RU) 

Jllll.lCHJIUl .N'!! 
Analysis performed according ND/ AuaJIHJ npose.Ae11 no H)l: JIIl-.N'!!(001336)-(Pr-RU)-090625 
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*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantee the quality of the product for these parameters. 
*IIO.Ka33TeJlb MO,WCCT OTCYTCTBOWITb B cepTmfrnKaTe aHaJIH3a npOH3BO,UHTeJIH. IlpoHJBO,UHTeJib 

rapaHTHpyeT ica•reCTBO npenapaTa no 3TIIM DOKaJaTeJIHM. 

API name (INN)/ HanMeuoeauue A<I>C Nimesulide / HHMecy11H.u 
(MBH): 
API manufacturer batch number / NMS/126010072 
HoMep cepIrn npo10BOL\HTCJH1 A<I>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHD;HH npOHJBO)].HTCJIH FETA00092 
r JI<I>: 
API Manufactured by & country / Aarti Drugs Ltd., India / 
Ilpon3BOAUTeJJb A<l>C, CTpana: Aap1'H )).pare JITA., 11HJJ.HH 

ame, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 

manufacturing site / Control site / Release site MNB/05/263) I 
I )).-p PeA,Uw'c Jia6opaTOpHC JIT)J,., I1H)J,H}l, TipOH3B0)),CTBeHHOe 
Ham\lenona1rne, a,upec, JIHD;eHJHH )].JIH no.upa3)].eJieH1>1e-6, Bwnn. Kxonh Ha.rmrapx Poy.u, Ea.n.n:H, )).11cTpHKT 
Ilpon3BOL\CTBCHHaH DJIOI.QaJ:{Irn / CoJlaH, x.n., 173205, I1HAHH (JI11ueH3H:SI M.1 MNB/05/263)) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of 
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED I 
npm1e<1a1111e: Dpo.n.yKT cooTBeTCTsyeT TJ)e6onaHHRM H.D. 3aKmo<ic1111e: O,ll,OEPEHO 1:=:::===========,;:============,;=========: 
Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Iloi.-rornsneHo: Pravesh DposepeHo: Rama Kant Il.posepeHo (AOK): person / Ono6peHo: O6ecneqem,1e 

Rana / ~ J~ Am;1 K~mac "'.',_ KaSm,a/Oro TCTae••~• n•u~ 

L W\ / I,--~, ~t"'1vet 

'Date I 
.D.aTa: 25.04.2026 

I Dale/ 
)l.aTa: 25.04.2026 

Date/ 
)l.a-ra: 25.04.2026 

Date/ 
)I.am: 

Registered Office: 8-2-337, Road No , 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9J 40 4900 2999, Em 2il : mail@drreddy1.com 

CIN: L8S195AP1984PLC004507 
www.drreddys.com 



Dr.Raddy's •• •• • e 

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJIH3A 

Dr. F1eddy's Laboratwies !_td . 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 

www.d1-reddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo,uytrr: Haib® AKTHBreJib (HHMecyJIH.U) reJih .um, Hapy)l<HOro np11MeHeH11H, 1 %, 50 r 

Market/ Pb!HOK : Russia / Pocc11H 

Batch No./ 
: V260295 

Batch Quantity / 23400.0 units / 
Cepusi .N'! PaJMep cepuu 

: 
23400.0 emrn11u 

Analytical Report No./ Date of Analysis I 
AttaJ1HTH<JecKuti oT<JeT .N'! 

: 040003370709 
,[(aTa aHaJ1H33 

: 25.04.2026 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2028 

llaTa npoHJBO.UCTBa 
: 

ro,ueH .UO 
: 

Mfg. License No. / 
IIpoHJBO.UCTBeHH3SI : MNB/05/263 MA number: / HoMep PY : JU1-N!(001336)-(Pr-RU) 
JlHQeHJHSI .N'! 
Analysis performed according ND/ AHaJlHJ npose.ueH no H,[(: JIII-.N'!(001336)-(Pr-RU)-090625 
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full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal 

quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, 

packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian 

Economic Union is established». 

3aKJIIOqemte O COOTBCTCTBHH: «HacT051IIl;IfM 51 IlO.[(TBep)K,[(aIO, qTo rrp1rne.n:eHHa51 BhIIIIe HH<popMa111rn 51BJrneTC51 

.[(OCTOBepHOM H TOqHoM. 3m cepH51 rrpo;::i:yKIIHH rrpOH3Be;::i:eHa (BKJIIOqa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJII, 
KaqecTBa) Ha BhIIIIeyKa3aHHOH rrpOH3B0.[(CTBeHHOM ITJIOIIIa;::i:Ke (rrno111a;::i:Kax) B ITOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH51MH ITpaBHJI Ha.[(Jie)Ka111eiI rrpOH3BO.[(CTBeHHOM rrpaKTHKH EBpa3HMCKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHH51MH KOHTpOAA KaqecTBa JieKapCTBeHHhIX cpe;::i:cTB, a TaK)Ke B COOTBeTCTBHH co crre11mpttKaIIH51MH, 

co;::i:ep)KaIIIHMHC51 B perHCTpaIIHOHHOM JJ:OChe CTpaHhl-HMIIOpTepa. 3arrHCH no rrpOH3BO.[(CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHhl, H ycrnHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJI Ha.[(Jie)Ka111eiI rrpOH3BO.[(CTBeHHOM rrpaKTHKH 

EBpa3HMCKoro 3KOHOMttqecKoro coI03a». 
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