
•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

CERTIFICATE OF ANALYSIS . Distt. Solan, H.P., 173 205, INDIA 

CEPTH<l>IIKAT AHA.Jlll3A Tel: +9198166 56001-02 
__., -·--

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
VVVVVV,\..I -....i'-" yJ,,._. 

ITpoJJ.y1n: Haic\3® AKrnBrenh (H11Mecym1JJ.) reJlh JJ.JI» ttapy)l(HOro rrp11MeHeH11J1, 1 %, 50 r 

Market / PbIHOK : Russia / Pocc1rn ~ 

Batch No./ 
: V260154 

Batch Quantity/ 23412.0 units/ 
CepHH .N'! Pa3Mep cepHH • 23412.0 eJl,HHHU 
Analytical Report No./ Date of Analysis/ 
AnaJIHTH'teCKHH OT'teT .N'! 

: 040003298300 
,l(aTa anaJIH3a 

: 27.02.2026 

Date of Manufacture/ 
: 02/2026 Date of Expiry/ 

: 01/2028 
,l(aTa npOH3BOJJ.CTBa ro}].eH Jl.O 

Mfg. License No./ 
ITpOH3BOJJ.CTBeHHaH : MNB/05/263 MA number: / HoMe_p PY : JITT-.N2(001336)-(Pf-RU) 
JIHU.eH3Irn .N'! 

Analysis performed accordin2 ND/ AnanHl npoBeJJ.en no H.Ll: JIIT-N2(001336)-(Pr-RU)-090625 

Page 1 of 6 / CTp. 1 H3 6 

No/ 
.M! Test/ IloKa3aTeJib Result/ PeJyJihTaT Specification / HopMa 

1. Description / Onucauue Homogeneous, transparent, pale­
yellow gel with characteristic odor 
I O,!l,Hopo,!l,HhIH npo3pa4HhIH reJih 
6eCQBeTHOro QBeTa c 
xapaKTepHhIM 3anaxoM. 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
O,!l,HOpO,!l,HhlH np03paqHhlH reJlb OT 
6eCQBeTHOro )],O 6Jie)],HO-)KeJITOrO QBeTa 
c xapaKTepHhIM 3anaxoM 

2. Identification / lft\eurn4>uKa~uH 

HPLCIB3JKX 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 nimesulide reference standard 
solution. / BpeM.si y.D.ep)KHBaHm1 
OCHOBHoro 
xpoMaTorpaMMe 

ITHKa Ha 
HCilhITyeMoro 

The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
main peak in the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMH y.D.ep)KHBaHm1 
OCHOBHOro nHKa Ha xpoMaTorpaMMe 
HCnhITyeMoro pacrnopa ,!l,OJI)KH0 

paCTBOpa COOTBeTCTByeT BpeMeHH I COOTBeTCTBOBaTb BpeMeHH 
y.D.ep)KHBaHHH OCHOBHOro nHKa Ha 
xpoMaTorpaMMe pacrnopa 
cTaH,!l,apTHoro o6pa3Qa 
HHMecyJIH)],a. 

y,!l,ep)KHBaHHH 0CHOBHOro n11Ka Ha 
xpoMaTorpaMMe pacrnopa 
cTaH,!l,apTHoro o6pa3Qa HHMecynH,!l,a 
(pa3,nen «Kon11qecTBeHHoe 
onpe,!l,enem1e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpm,te"la1me: npo.QYKT coorneTcrnyeT Tpe60Batt1111M H.L{ 3aKmo'leHue: OAOliPEHO -

Prepared by / 
TTo.n.rornBneHo: Pravesh 
Rana 

✓[ 

IDate / 
:)laTa: 27.02 .2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TipoBepeHo: Rama Kant TiposepeHO (AOK): person / O.n.o6peHo: O6ecrre1IeH11e 

Amil Kumar Kal.feCTBa!OraeTcTBeHHOC flHU~ 

~ f\~\,- • ~ y 

I Date / Date / IDate I ~ ---23 '1----- '"2...-0 u, 
: .ll,ara: 27.02.2026 .ll,aTa: 27.02 .2026 ,ll.arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Raddy's "llllfi;• 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHAJIII3A 

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

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
.... ~- -- -1-.1 ,. ............. _ __, _ ,_ .. __ 

l1poiw1rr: Haih® AKTHBreJib {HWMecvm,.u) reJib JVJJI HaDV)f{H0ro np11MeHe~11rn, I %, 50 r 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
: V260154 

Batch Quantity/ 23412.0 units/ 
CepHst .N'! Pa3Mep cepHH ' 23412.0 e)lHHHU 
Analytical Report No./ 

: 040003298300 
Date of Analysis / 

: 27.02.2026 
AHaJJHTH'-leCKHH OT'-leT .N'! )J.aTa aHaJJH3a 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
: 01/2028 

llaTa nooH3BO,ll,CTBa fo,1J,eH ,IJ,O 

Mfg. License No./ 
llpOH3B0,lJ,CTBeHHast : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
JJHUeH3HSI .N'2 

Analysis oerformed accordine: ND I Auamn noone.a.en no Hll: JlO-N2(001336)-(Pf-RU)-090625 

Page2of6/CTp.2n36 

UV spectrophotometry I UV absorption spectrum of the test UV absorption spectrum of the test 
Y <P-cneKmpocjJomoMe mpuR 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 
nornomemrn HCTThITyeMOro nornomeHHj{ HCTThITyeMoro pacTBopa 
pacTBopa HMeeT MaKCHMYM )],OmKeH HMeTb MaKCHMYM norn0I..L\eHHSI 
nornomettHsi: npH 397±5 HM. npH 397±5 HM. 

3. Weight of package 51 g/51 r According to Rus. Ph. / B cooTBeTCTBHH 
contents/ Macca c Tpe6osaHHSIMH f'<l> P<l> 
CO,ll,epJKHMOro ynaKOBKH 

4. pH 3.17 2.5 to 4.5 I OT 2,5 ,r:i:o 4,5 

5. Viscosity / BH3KOCTh 934.3 centipoise / 400 to 1,200 centipoise / 
934,3 caHTHTTYa3 OT 400 )],0 1200 caHTHnya3 

6. Impurities / IlpnMecu 

1. Impurity CI Not detected / He o6ttapy)KeHa Not more than 0.50 % / 
I1pHMech C He 6onee 0,50 % 

ii. Impurity D / Not detected I tte o6ttapy)Ketta Not more than 0.50 % I 
I1pHMech D He 6onee 0,50 % 

Any other impurity / 0.03 % Not more than 0.50 % / 
JI106asi: .II.pyrasi: npHMech He 6onee 0,50 % 

111. 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llpttMettauue: Ilpo,nyKT cooTBeTcTByeT -rpe6osaHIDIM H)]; 3aKJJIO'-leHtte: 0)1.0liPEHO 

Prepared by/ 
IloaroTOBJieHo: Pravesh 
Rana 1 
Date I 
)];am: 27.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IlpoeepeHo: Rama Kant TTpoeepeHo (AOK): person/ O,uo6peHo: O6ecne'-!eHHe 

Amit Kumar ,asecrna/OTBeTCTB~ 

~~ f J\~ 
Date / Date / 'Date I 0--~ /Z) 2---- 2-() 1--b ~aTa: 27.02.2026 .D:aTa: 27.02.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys .com 

CIN: L8519SAP1984PLC004S07 
www.drreddys.com 

I 



•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH$IIKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
,_, ,, 

Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g 
.. -~ 

Opo)lytrr: Ha113® AKTHBre.nb (HHMecvmrn) renh .n.;rn Hapy)lrnoro ITPHMeHemrn, 1 %, 50 r 

Market/ PbIHOK : Russia / PoccIDI 

Batch No./ 
: V260154 

Batch Quantity/ 23412.0 units I 
Cepm1 X! Pa3Mep cepm, ' 23412.0 e,11,HHHU 
Analytical Report No. / 

: 040003298300 
Date of Analysis / 

: 27.02.2026 
AnaJIHTH'·teCKHH or<teT X! ,ll,aTa anaJIHJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
: 01/2028 

,ll,arn npoHJBo,11,cTBa ro,11,en ,11,0 

Mfg. License No./ 
IlpoHJBO.LJ.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1TT-N2(00l336)-(Pf-RU) 
JIHl..(eHJHH X! 
Analysis performed according ND/ A1rnm13 npone,11,en no H,ll,: JIIl-X!(001336)-(Pr-RU)-090625 

Page 3 of 6 I CTp. 3 HJ 6 

lV. Total impurities/ 0.1 % Not more than 1.50 % I 
CyMMa npHMecdi He 6onee 1,50 % 

7. Microbial purity*/ MuKpo6uoJioruqec1rnH qucTOTa* 

l. Total Aerobic Microbial NA Not more than 102 CFU/g / 
Count / O6w.ee Y.Hcno He 6onee 102 KOE/r 
a3p06HbIX MHKpo-
opraHH3MOB 

11. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count / O61.I.-lee 4.Hcno He 6onee 10 1 KOE/r 
JlP0)K)!{eBbIX H nnecHeBbIX 
rpH60B 

111. Pseudomonas aeruginosa NA Should absent in 1 g / 
OTcyrcTBHe B 1 r 

IV. Staphylococcus aureus NA Should absent in 1 g / 
OTcyrcTBHe B 1 r 

8. Assay / KoJIHqeCTeeuuoe onpe,11,eJieuue 

1Reruarks : The Product confirms to ND/ Conclusion : APPROVED I 
npuMelJ.aHtte: ilpo.nyKT C00TBeTCTByeT Tpe6oaaHHJ!.M HJ]. 3aKmoqentte: 0.ll.Ol>PEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTo.nrorosJieHo: Pravesh TTposepeHo: Rama Kant npoeepeHo (AOK): person I O,11,06peHo: O6ecne'!eHHe 
Rana 1 Amit Kumar ,asecm/OTBeTer?~ 

~~ ~ 1--
I Date/ I Date/ Date / • IDate / 0~ --v 1---~ ·i.....c 
:L(aTa: 27.02.2026 : ):laTa: 27 .02.2026 L(aTa: 27.02.2026 ,l],aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



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

CEPTH~HKATAHAJIII3A 

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

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 

"" "",,.¥•""' ---J-.J • -

npoJtyKT: Haib® AKTHBreJlb (H11 Mecym1.11) reJlb .llJlll Hapy)KH0f0 np11MeHeHm1, 1 %, 50 r 

Market / PbIHOK : Russia / Poccm, 

Batch No./ 
: V260154 

Batch Quantity/ 23412.0 units/ 
Cep11H .N"! Pa1Mep cep1111 • 23412.0 e,nHHHU 

Analytical Report No./ Date of Analysis/ 
AHaJJHTHl.feCKHH 0Tl.feT .N"! 

: 040003298300 
,l),aTa 8H8JJH3a 

: 27.02.2026 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
: 01/2028 

)l:aTa npOHJB0,[l,CTBa ro,[l,eH ,[1,0 

Mfg. License No./ 
IlpOHJBO,[l,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : J1TT-N2(001336)-(Pf-RU) 
JJHQeHJHSI .N"! 
Analysis performed acco1·dine: ND / AuaJ1111 npoBe,neH no H)l:: JIIl-.N"!(001336)-(Pr-RU)-090625 

Nimesulide / 
HHMecymt)], 

9.91 mg I 9,91 Mr 
(99.1 %) 

Page 4 of 6 I CTp. 4 HJ 6 

9.0 mg to 11.0 mg of C13H12N 2OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel / 

OT 9,0 Mr )),0 11,0 Mr C13H12N 2OsS 
(HHMecyJIH)],) (OT 90,0 % )),0 110,0 % OT 
H0MHHaJibHOro CO.D.ep)KaHID!) B 1 r rem, 

9. Dimethyl sulfoxide / 
)];uMeTuJicy JibfJ>OKCH.D. 

102.4 % 90% to 110% of C2H6OS ( dimethyl 
sulfoxide) of label claim / 

OT 90 % )].0 110 % C2H6OS 
(.D.HMenrncynhq>OKCH.D.) OT 
HOMHHaJibHOro C0)].ep)KaHHJI 

10. Package / Y naKoBKa 50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / I1o 
50 r B Ty6y 113 JiaMHHHpOBaHHOro 
aJIIOMHHHll, ctta6)KeHH)'IO 
MeM6paHOH )],Jill K0HTp0IIll nepBoro 

BCKpbITHll. Ka)l()],)'IO Ty6y BMeCTe c 
HHCTPYKU.Hett no Me)],HU.HHCKOMY 
npHMeHeHHIO noMeW,aJOT B naLJ:KY 
KapT0HH)'IO. 

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. / 
I1o 20 r, 50 r HJIH 100 r B Ty6y H3 
JiaMHHHposaHHOfO aJIIOMHHHH, 
ctta6)KeHH)'IO MeM6pattoH )],Jlll K0HTponH 
nepBoro BCKpblTH}I. Ka)l(J].)'IO Ty6y 
BMecTe c HHCTPYKU.Heii no 
Me)],Hl.J.HHCK0MY npHMeHeHHIO 
noMeW,aIOT B naLJ:KY KapTOHH)'IO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMel.faH11e: TTpo,1J,yKT coorneTcrnyeT Tpe6oeamurM HA 3aKmo•Ieu11e: O.LlOliPEHO 

Prepared by I 
TTo.llrOTOBJtetto: Pravesh 

~-~ { 

[
Date/ 
,UaTa: 27.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTpoeepeHo: Rama Kant TTpoaepeHO (AOK): person / O,1J,06peHo: O6ecne1JettHe 

¥ 
'!

Date/ 
,Ua111: 27.02 .2026 

rmilt~ 1LrnWOrnerrT~ 

[Thrtel 
~ 

Date/ 
Aara: 27.02.2026 

~~'1----i....ei'¼ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangan a, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail @drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTD <I> HKAT AHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
,'v vv.1,,,1 1-~u ,-ry-;:.. '-~ 

flpOJlVKl': Haifa® AKnrnreJib (HMMeCYJIM.ll) reJib ,!!JUI H3PY)KHOro nol'IMeHemrn, 1 %, 50 r 

Market/ PblHOK : Russia I Poccmr 

Batch No./ 
: V260154 

Batch Quantity / 23412.0 units/ 
Cepm1.N'!! Pa3Mep cepuu • 23412.0 e.1urn11u 

Analytical Report No./ 
: 040003298300 

Date of Analysis/ : 27.02.2026 
AHaJJHTHlfeCKHH OTlfeT .N'!! Jl,aTa auaJ1u1a 
Date of Manufacture/ 

: 02/2026 
Date of Expiry / 

: 01/2028 
)],aTa nponJBO.llCTBa ro.u.eu .no 
Mfg. License No. / 
IlpoHJBO,llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITT-.N!!(001336)-(Pf-RU) 
m1ue1n1rn .N'2 
Analvsis performed accordiniz ND/ AuaJJH3 nponeACH no HJ].: JIIl-.N'2(001336)-(Pr-RU)-090625 

Page 5 of 6 / CTp. 5 HJ 6 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJib MO)KeT OTCyTCTBOBfilTb B cepTmJmKaTe aHaJIH3a npOH3BOJ:(HTem1. IlpOH3BOJ:(HTeJib 

rapaHTHpyeT KaqecTBO npenapaTa no 3THM DOKa3aTeJIHM. 

API name (INN)/ Hamueuosauue A<I>C Nimesulide / HttMecym1,a 
(ivfHID: 
API manufacturer batch number/ NMS/125110954 
HoMCD cemm npoHJB0JtnTeJJH AcI>C: 
FP Manufacture1· API Batch number/ 
HoMep cepHH cy6cTaHU,HH npOH3B0/:(HTeJIH FESA00643 
r JI<I>: 
API Manufactured by & country / Aarti Drugs Ltd., India / 
Ilpou.3BOJtllTeJib A<l>C, CTpana: AapTH ,[(pare Jl:rA,, I1HAH.H 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
Name, address, authorization No for FP Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 
manufacturing site / Control site / Release site MNB/05/263) I 
I JJ:-p PeMH'c Jla6oparnpttc JlT,a., I1HAH.H, TTpOH3B0,UCTBeHHOe 
HaHl\teHoea1me, aApec, JJHQeUJHH AJIH 

no,apa3,aenetttte-6, Bttnn. Kxonh, Han:arapx Poy.n, Ea,u;nH, ,lJ;HcTpHKT 
IlpOU3DOJtCTBenuasi UJJOll(a.[\Ka / ConaH, x.n., 173205, J1H)J.H.H (Jh11..1.eH311.H M! 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/ Conclusion : APPROVED / 
Op11Melfa1me: Tipo.n.yKT CO0T8eTCTByeTTpe60B3HliJIM 1-1,U 3aicmolfe1me: O,LI:O6PEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
no.llrOTOBJieHo: Pravesh nposepeHo: Rama Kant CTpoaepeHO (AOK): person/ O.llo6peHo: O6ecne11em1e 
Rana { ~ 

Amit Kumar Kasema/Oruenorne~ 

j\--'1-
'Date I I Date/ Date/ 'Date I ~~'1..---"2-01-£ :,D:aTa: 27.02 .2026 : .D,a-ra: 27.02.2026 ,[I,arn: 27.02.2026 }.laTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
T~I: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



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

CEPTH~HKATAHAJIII3A 

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

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
,. -t .. .. _ ·'--'· ..., .... _ ... ,_,~,- ----·-· - ,-·--

IlpoJJ.yKT: Haih® AKTHsreJib (HHMecyJIHJJ.) reJib JI.JI.II Hapy)l<HOro npHMeHeHH.11, 1 %, 50 r 

Market/ PblHOK : Russia / PoccH.11 

Batch No./ 
: V260154 

Batch Quantity/ 23412.0 units/ 
Cepusi .N'!! Pa1Mep cepuu ' 23412.0 e,IJJIHHU 
Analytical Report No./ 

: 040003298300 
Date of Analysis/ 

: 27.02.2026 
AHaJlHTH'IeCKHH OT'IeT .N'!! ,ll.aTa auaJ1u1a 
Date of Manufacture/ 

: 02/2026 
Date of Expiry/ 

: 01/2028 
,ll.aTa npOH3B0JJ,CTBa foJJ.eH JJ.O 

Mfg. License No./ 
IlpOH3BOJl,CTBeHHaSl : MNB/05/263 MA number: / HoMep PY : JU1-NQ(Q01336)-(Pf-RU) 
J1HQeH3HSl .N'!! 
Analysis performed according ND/ AuaJ1u1 npoBeJJ,eH no H,ll.: JIII-.N'2(001336)-(Pf-RU)-090625 

Page 6 of 6 / CTp. 6 HJ 6 

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». 

3aKJIIO"lleHHe O COOTBeTCTBHH! «HaCT05.IIIJ;I{M 51 IIO,Z:(TBep)K,n:aIO, qTo rrpirne.n;eHHM BbIIIIe IlH<pOpMa1urn 5.IBJrneTC51 

)];OCTOBepHOR Il TQqHoii. 3ra cep1-rn rrpo.n;yKI.J,Illl rrpo:inse,neHa (BKJ1Ioqa51 yrraKOBKY (MapKHpOBKy) Il KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpOH3BO,nCTBeHHOR IIJIOII.J,a,nKe (rrrroma.n;Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5.IMH ITpaBHJI Ha,nJie)KaII.J,eH. rrpomso,ncrneHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHqecKoro COI03a Il 

Tpe6osaHmIMII KOHTpOIDI KaqecTBa rreKapCTBeHHbIX cpe,nCTB, a TaK)Ke s COOTBeTCTBHH co crreumpHKaI.J,H5.IMH, 

co.n:ep)Kalll,HMHC51 B perHCTpaUHOHHOM .n:oc1,e CTpaHhI-HMIIOpTepa. 3arrHCH ITO rrpOH3BO)];CTBY, yrraKOBKe H aHaJIH3Y 

rrposepeHhI, H ycrnHOBJieHO HX COOTBeTCTBHe Tpe60BaH1-rnM ITpaBHJI Ha,nJie)KaII.J,eR rrpOH3BO,ncTBeHHOR rrpaKTHKH 

EBpa3HHCKoro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llpuMeqauue: IlpoJJ.yKT cooTBeTcrnyeT Tpe6oaaHH.IIM H,D; 3aKJ11-0qeuue: O,ll.OGPEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
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