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

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

....
L

Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page 1 0of 10/ Crp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HponyxT: Hoykann®, TabaeTku, NOKPbIThIE IUIEHOYHOH 060J104K0i, 400 Mr + 325 Mr

Market/ Puinok :Russia / Poccus ) ]

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne i V2401315 O6bem cepun " 800000.0 Tab

Analytical Repo‘}‘t No/ - 040002594400 Date of Analysis / . 31.07.2024

AHaMHTHYEeCKHUI oTyeT No JlaTa anaju3a

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

Jata mpousBoacTBa T'ogen 1o

Mfg. License No. / MA number: /

IpouzBoacTBeHHast : MNB/05/263 ’ . JITI-Ne(003654)-(PI'-RU)
Homep PY

aupen3ng Ne

Analysis performed according ND: / Anasu3 nposegen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

No | Test/ IlokasaTenn Results/ PesyneTaTs! Specification / Hopma
Appearance / Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-side
1  |Onucanne one-side scored tablets; white core at|scored tablets; white or off-white core at the

the cross-section. / Tabnerku|cross-section. / TabneTky kancynoBUIHOHA
KancynoBHIHOH (GopMbl, MOKPBITHIE|OPMBL, TOKPBITBIE MIEHOUHOH 060104KOH
IUIEHOYHOH O60I04KON OpaHXeBOro | OPaHXKEBOro L[BETA, C PUCKON Ha OJHOM CTOPOHE;
11BETa, ¢ PUCKOM Ha OIHOI CTOPOHE;|Ha MOTEPEHHOM pa3pese — sAPO OENOro unu

Ha [MOMepeyHOM paszpe3e — sApo|NouTH Oesoro LBera.

6enoro upera.

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeyanue: [Ipogyxr cooTBeTcTBYET TpeboBanusaM HJI 3akmoyenue: OJOGPEHO

Prepared by / Checked by / Approved by: Mangger/Executive

[Tonrorosneno: Santosh Kumar | [Iposepeno: Pawan Kumar /Onobpeno: Menejixep /

Maurya @’, PykoBonutens Al hishek_f Chauhan
oo W { -

Reprint Date: Reprint Date: " Reprint Date:

Jara: 31.07.2024 Hara: 31.07.2024 Jara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreadys.com
CIN: L85195AP1984PLCOD4507
wwyv.drreddys.com




Dr.Reddy’s €¢

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoaykt: M6ykann®, TabneTku, OKpbITHIE M1eHOUHOI 000104K0ii, 400 Mr + 325 mMr

Market / PriHOK :Russia / Poccusd

Batch No / - V2401315 Batch Quantity / ; 800000.0 tab /
| Cepust Ne Oo6nem cepun 800000.0 Tab

Analytical Repovrt No/ - 040002594400 Date of Analysis / . 31.07.2024

AHasnTHyeckHii oTueT Ne JlaTa aHaJaHM3a

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

JlaTa npousBoacTBa T'oxen go

Mfg. License No. / MA number: /

IIpouszBoacTBeHHAs : MNB/05/263 : ¢ JIII-Ne(003654)-(PI'-RU)

Homep PY
JuieH3ust No

Analysis performed according ND: / Anann3 nposeaen no HJL: JITI-Ne(003654)-(PI'-RU)-101123

2 Complies as prescribed/

CoOOTBETCTBYET

Identification /
IMogmuaHOCTH

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpemeHa yzaepkHBaHMsS OCHOBHBIX IIMKOB Ha
XpPOMATOrpaMMe UCTIBITYEMOIO PACTBOPA JOJIKHBI
COOTBETCTBOBATL BpeMEHaM yINEep KUBaHHs IHKOB
Ha XpoMaTorpaMme pacTBOpa CTaHAAPTHBIX
o6pasios ubynpodeHa 1 napaueramona (pasaen
«KonuecTseHHOE onpeencHue»)

Average tablets weight / 973.8 mg/973.8 mr

Cpennsisi Macca TabJIeTOK

940.9 mg to 999.1
(970.0 mg = 3.0 %) /
Ot 940,9 MT
(970,0 mMr + 3,0 %)

mg

999.,1 MI

no

Disintegration /
PacnagaeMocThb

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorTsetcTByeT TpedosanuaM HJ

09 min 14 sec / 09 muH 14 cek

Not more than 30 min /

He 6onee 30 MuH

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

[Toxroroeneno: Santosh Kumar | Ilpoeepeno: Pawan Kumar /Onobpeno: Menewkep /

Maurya @ % PykoBoautens hjshel? Chauhan
I = | S

Reprint Date: Reprint Date: Reprint Date: !

HNara: 31.07.2024 Jara: 31.07.2024 Hara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel. +91 40 4900 259060, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCOJ4507
www.drreddys.com




Dr.Reddy’s €3¢

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 3 of 10/ C1p.3 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Npoayxr: U6ykann®, Ta6aeTku, IOKPBITHIE IIEHOYHOI 0005109K0i, 400 Mr + 325 mr
|~ 1DOAYKT Yy p

Market / PoiHoK :Russia / Poccus _ - N

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne § V2ROl O6nem cepuu " 800000.0 Tab

Analytical Repourt No / - 040002594400 Date of Analysis / . 31.07.2024

AHanuTHYecKHil oTueT No JlaTa aHaiu3a

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

JaTa mpous3BoACcTBa I"ogen no

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHAsA : MNB/05/263 ' : JIII-Ne(003654)-(PT'-RU)
Homep PY

Junensug Ne

Analysis performed according ND: / Anasiu3s nposened mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacrtBopenue
98 % to 100%

97 % to 99%

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3H130: (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsH9NO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (nmapaueramon)
qepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykt coorBercTBYET TpeboBaHusAM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by /
[Moarorosneno: Santosh Kumar | IIposepeno: Pawan Kumar
Maurya %f/ ) .

Approved by: Marjager/Executive
/Ono6peno: Meng¢mikep /
Pykosoautens Abhishel Chauhan

Reprint Date: '

Hara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Reprint Date:
Jara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4960 2900, Fas: +51 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwv.drreddys.

com




Dr.Reddy’s €3¢

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Page 4 of 10/ Cp. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykKr: I/Iﬁylc.mm®, Ta6JIeTKH, MOKPbIThIe NJIEHOYHOH 060/109K0i, 400 MI + 325 Mr

Market/ PbiHoK :Russia / Poccust ]
Batch No / . V2401315 Batch Quantity / _ 800000.0 tab/
Cepusi Ne ' O06bem cepuH * 800000.0 Tabd
Analytical Rep0ft No / - 040002594400 Date of Analysis / . 31.07.2024
AHaJIHTHYECKHH oTueT Ne JlaTa anajamu3a
Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029
JaTa npou3BOACTBA T'oaen o
Mfg. License No. / MA number: /
IIpousBoacTBeHHas : MNB/05/263 Homep PY . JITI-Ne(003654)-(PT-RU)

Junen3us No

Analysis performed according ND: / Ananu3 nposeged no HJI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHbIe IPpHMecH than 0.005% /
Method 1 / Meton 1 4-amu"odenon (mpuMech napaueTramosia) He
6onee 0,005 %
Method 2 / Meton 2 0,049 Any individual impurity (of ibuprofen or
.04% paracetamol) - not more than 0.3% /
Jrobas enunuunas npumeck (MOynpodeHa HIH
napaneramona) ve 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
U0 than 0.7% / Cymma npumeceii (Meron 1 + Meton
2) He 6osiee 0,7 %
7 |Water / Boga 1.7% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpedosaniaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMToxrorosneno: Santosh Kumar
Maurya {’%

-

Checked by /

[Ipoeepeno: Pawan Kumar

;

e

Approved by: Manager/Executive
/Onobpeno: Meneykep /
PykoBoautens Aliishe;l%:hauhan

Reprint Date:
Jara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Reprint Date:
Jara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2996, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCDO4507
wwwe.drreddys.com




Dr.Reddy’s ":’

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 5 of 10 / Cp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

poaykr: Uoykmun®, TabmeTkn, NOKPLITLIE M1eH0YHOMH 060049K0i, 400 Mr + 325 Mr
poay y P

Market / PoiHok :Russia / Poccus |
Batch No / . V2401315 Batch Quantity / ; 800000.0 tab /

Cepus Ne O6bem cepuun 800000.0 Tabd

Analytical Repo:‘t No/ - 040002594400 Date of Analysis / - 31.07.2024

AHajuTHYecKH oTyeT No Jata aHaju3a

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

JlaTa mpou3BoJACTBa Tonen oo

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAsA : MNB/05/263
JMneH3Ha Ne

Homep PY . JINT-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Anannus nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage

units /
OnHOPOOHOCTD Acceptance value (AV) should be not more than
JI03HPOBAHHS 3.1 15.0 /ITokazatens npuemneMoctd (AV) foJKeH
- ibuprofen / nbynpocden 6bITh He Donee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 1.4 15.0 /IlokazaTens npuemneMoctd (AV) qoJnken
rapareTaMmol OBITH He Oonee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by /

Maurya @(/ 4{ L
s

Approved by: Mangger/Executive

[Toaroroeneno: Santosh Kumar | Ilposepeno: Pawan Kumar /Onobpeno: Mene i

Reprint Date: Reprint Date: :
Hata: 31.07.2024 Hara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwwe.drreddys.com




Dr.Reddy’s ":"

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

Vill. Knol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Iponykr: H6ykann®, TabeTKH, NOKPBIThIE MJIEHOYHO# 060104K0H, 400 Mr + 325 Mr

Jaunmen3ns Ne

Market/ Poinok :Russia / Poccus _ B
Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus Ne gvetD O6bem cepun " 800000.0 Tab

Analytical Report No/ . 040002594400 Date of Analysis / . 31.07.2024
AHajuTHyecKHii oTyeT No JaTa ananusa

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

JlaTa mpou3BoACTBA T'oneH Ao

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263 Howmep PY : JITI-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Anasu3s nposeaed no HJI: JITI-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
MuxkpobHoaornyeckas
yHcToTa™*

a) Total aerobic microbial
count / Ob1ee yucio
a’pobHBIX

MHKpPOOPTraHU3MOB

NA

b) Total combined yeasts
and mould count / O6wee
YHCJIO JIPOXOKEBBIX U
IJIECHEBBIX rPUOOB

NA

¢) E. coli NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall
1r

be absent in 1lg / OTtcyTcTBHe B

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBercTBYET TpeboBaHusaM HJJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar | [IpoBepeno: Pawan Kumar
Maurya

Approved by: Managgr/Executive
/Onobpeno: Menemigep /
PykoBoautens Abhishek C}hauhan

Reprint Date:
Hara: 31.07.2024

Reprint Date:
Jarta: 31.07.2024

0
,-‘T\_

Reprint Date:
Harta: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507
www.drreddys.com




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 7 0of 10/ CTp. 7 3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoaykr: N6ykaun®, Ta61eTKH, NOKPBITHIE IJIEHOUHOI 060J109K0i, 400 Mr + 325 Mr

aunenzus Ne

Market / PoiHOK :Russia / Poccus -
Batch No / ; Batch Quantity / ~ 800000.0 tab/
Cepus No At O6bem cepun " 800000.0 Tab

Analytical Repog‘t No/ - 040002594400 Date of Analysis / . 31.07.2024

AHaJIUTHYeCKHI oTueT No JlaTa aHann3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029

JaTta mpousBoacTBa I'onen no

Mfg. License No. / MA number: /

ITponzsBoacTBeHHas : MNB/05/263 Howmep PY : JII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

10 |Assay / KonuyecTBeHHOE 360.0 to 440.0 mg of C3HsO» (ibuprofen) per
onpenejieHHe tablet /
392.4 mg/392.4 mr Ot 360,0 mr g0 440,0 mr C13H130: (MOynpoden) B
TabyeTke
292.5 to 357.5 mg of CsHyNO> (paracetamol) per
tablet /
321.67 mg/321.67 mr Ot 292,5 mr 1o 357,5 mr CsHyNO» (napaueramon)
B TabneTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / ITo 10 tabnetok |tabnetoxk B [IBX/Al 6mucrep. Ilo 1, 2 unu 20
B [IBX/Al 6aucrep. [lo 1 6nuctepy |6nucTepoB B IAuKy KapTOHHYKO BMECTE C
B IayKky KapTOHHYIO BMECTe C |HHCTPYKLMeH MO NPHMEHEHHUIO.
HHCTPYKUUEH 110 MPHMEHEHHIO.
12 | Labeling / MapkupoBka |According to ND. /B coorBerctein ¢ H/I.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temnepatype He Bbiie 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
TOAHOCTH

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OIOBPEHO

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar

Maurya @// (
; X

[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive

/Opnobpeno: Menekep /

PykoBonutens Aphishek IChauhan
7

Reprint Date; /
Hara: 31.07.2024

Reprint Date:
JHara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabadi - 500034, Telangana, Indiz

Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreadys.com
CIN: LB5195AP1984PLCOD4507
wwvv.drreddys.com



Dr.Reddy’s Qf"

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Page 8 of 10/ Ctp. 8 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IMpoayxr: U6yknun®, Tabaerkn, NOKpbITHIE NIEHOYHOI 060.104K0i, 400 Mr + 325 Mr
Market / PoiHok :Russia / Poccust
Batch No / - V2401315 Batch Quantity / : 800000.0 tab /
Cepnsi Ne Oo6bem cepun 800000.0 Tab
Analytical Repovrt No/ - 040002594400 Date of Analysis / . 31.07.2024
AHaJuTHYecKuii oTuer No HJara anaanza
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029
JaTa npon3BojacTBa I'onen oo
Mfg. License No. / MA number: /
MpouzBoacTBeHHAS : MNB/05/263 ) . JITI-Ne(003654)-(PT'-RU)
Homep PY

JHneH3Ha Ne
Analysis performed according ND: / Anaau3 nposeaen no HJI: JIIT-Ne(003654)-(PT-RU)-101123

Note: References in the normative document are given to the Rus. Ph XIV.
* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be

absent from the Company's certificate of analysis.

Hpuuevanue: CCbUIKH B HOPMATHBHOM JOKYMEHTalMH NpuBeAeHsl Ha ['@ PO XIV.
* [TpoBOMTCS NPOU3BOAMTENEM HPH BBINYCKe NEpHOAMYECKH: A Kax0# 20-oii cepun umi He MeHee 1 pasa B rox.
TTokazaTens MOXKET ObITh HE BKJIFOUEH B cepTH(HUKAT aHaINn3a QUPMBIL.

API name / HaumenoBanue APC: Ibuprofen / U6ynpoden Paracetamol / [Tapanetramon
INN / MHH: Ibuprofen / M6ynpoden Paracetamol / I1aparieramon
API manufacturer batch number / PIBM240025 1411/23-24

Homep cepun npoussoaureisa ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIMH IPOH3BOAUTE IS FERA00229 FERA00273

IJIP:

Remarks : The Product conforms to ND/
Ipumeuanue: Ilpoaykrt cooTBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axsouenue: ONOBPEHO

Prepared by / Checked by /
TToarotosneno: Santosh Kumar

Maurya @’/ /% )

[Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive
/OpmobpeHo: Menegxep /

Pykosomutens Abhishek
(=~
/

?}hauhan

Reprint Date: /
Jara: 31.07.2024

Reprint Date:
Hata: 31.07.2024

Reprint Date:
Jlata: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
‘.. Formulation Unit-6
’ °9 Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy S Ne Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Page 9 of 10/ Cp. 9 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoayr: Moykann®, Tab1eTkH, NOKPHITHIE ILIEHOYHOI 06010uKoii, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus B |
Batch No / ] Batch Quantity / ~ 800000.0 tab /

Cepust No Ve O6nem cepun " 800000.0 Tab

Analytical Repo:‘t No / - 040002594400 Date of Analysis / . 31.07.2024
_AHaaMTHYECKHIi 0TYeT Ne JaTa ananusa

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

JaTta npoun3BoacTsa TI'oaeH no

Mfg, License No. / MA ber: /

TIpoH3BOACTBEHHAS : MNB/05/263 numoer: - JITI-Ne(003654)-(PT-RU)

Homep PY
JuneH3Hs Ne
Analysis performed according ND: / Ananu3s nposeaen no H/I: JITI-Ne(003654)-(PT'-RU)-101123

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Conapa OxTuB Limited, India / HIpu Kpuuina
Ipoussoautens APC, crpana: ®apma Caitencus Jinmuren, ®dapmacsroTukanc Jlumuren,
Wnpus Wunus

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HauMeHoBanmne, axpec, JHLEH3Us 115 II-p Peanu’c Jlabopatopuc Jltn., Unnus, I1pousBoacteentoe
IIpousBoacTBeHHast miomanka / Ilnomaaka nozpasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Jlucrpukr
KOHTPOJIs KauecTBa / Iljomaaka BelycKa Conan, X.IL, 173205, Ungusa (nuuensus nomep MNB/05/263)

Declaration of certification: « 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
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr cooTBercTByeT Tpebosanrsm HJJ 3akmouenne: ONORPEHO

Prepared by / Checked by / Approved by: Man;) ser/Executive

[ToaroropneHo: Santosh Kumar | [IposepeHo: Pawan Kumar /Ono6peno: Meuejtep /

Maurya (i ; PykoBoautens Abhishek Chauhan
£ =y

Reprint Date: Reprint Date:  / Reprint Date: 4

Hara: 31.07.2024 Jlara: 31.07.2024 Jara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: mzii@drreddys.com
CIN: L85195AP1984PLCD04507
wwyv.drreddys.com




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

Se
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUGHNKAT AHAJIU3A
Page 10 of 10 / CTp. 10 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: H6ykaun®, Ta61eTKH, HOKPLITHIE IUIEHOYHOI 060/104K0ii, 400 Mr + 325 Mr
Market / Poinok :Russia / Poccus - o
Batch No / . Batch Quantity / _~ 800000.0 tab /
| Cepust Ne i MZSDISID O6bem cepuu " 800000.0 Tab
Analytical Repourt No/ . 040002594400 Date of Analysis / . 31.07.2024
AHanuTHYECKHIT oT4yeT No JaTa anauausa
Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029
Jata mpou3BoacTBa T'open mo |
Mfg. License No. / MA number: /
IlpousBoacTBEHHAS : MNB/05/263 : : JITEI-Ne(003654)-(PT'-RU)
Homep PY
JineH3us Ne
Analysis performed according ND: / Ananu3s nposeaed no HJI: JITI-Ne(003654)-(PI'-RU)-101123

3aK/04eHHe 0 COOTBeTCTBHH: «HacTosAwmM 1 MOATBEPXKAat0, UTO MPUBEACHHAsA Bbllle HHGOPMALUS ABIAETCSA
JIOCTOBEPHOM M TOYHOH. DTa cepust NPOAYKLHM MpOM3BelJeHa (BKJIIOYas YMakoBKy (MapKMPOBKY) M KOHTPOJIb
KauecTBa) Ha BLIIEYKA3aHHOM [POU3BOACTBEHHOH TIowanke (Maomaakax) B IIOJIHOM COOTBETCTBHH C
TpeGoBanusamu [lpaBui Hajiexaied NPOU3BOACTBEHHON mpakTuky EBpasuiickoro skoHOMuuecKoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTs16ps 2022) u TpebOBaHUAMH KOHTPOJIA Ka4eCTBA JIEKAPCTBCHHBIX CPE/ICTB,
a TaKXKe B COOTBETCTBMH CO chelupuKaluaMH, COAEPXKAIMMHUCA B PETHCTPAUMOHHOM J0ChE CTPaHBI-UMITOpTEpA.
3amnucH No MpOU3BOICTRY, YIAKOBKE U aHAJIK3Y ITPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHuAM I1pasui
HaJutexalleil npou3BOCTBEHHON NpakTUKU EBpasuiicKoro 3KOHOMHYECKOTO COKO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBaHusM HJL 3axmoyenne: OLOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

IToarororneno: Santosh Kumar | [Iposepeno: Pawan Kumar /Onobpeno: MeHexep /

Maurya % () Pykoponutens ABhishek Chauhan
(g G £

Reprint Date: Reprint Date: Reprint Date:

Jata: 31.07.2024 Hara: 31.07.2024 JHata: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
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